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PROCESSING REQUEST 

Reg# 1) S 5Cp-/ ,5 S Decision# 

Description: 

Electronic La.bel:&) Letter 
OR 

( see PPES): · 

XDated: 

Nod Electronic. 
· Label;& Letter 

· (Scanning required): · · · 

D Dated: 

***Only one label type should be selected*** 

Other Materials Sent (see jacket): 

04w CSF(s) Dated: \ 1/1 U ) l 7 /'.t\ (::- % 3 
D Other: 

File this coversheet and attached materials in the jacket. It must be well organized 
and clipped together, NOT STAPLED. Then give the jacket with the coversheet and 
materials to staff in the Information Services Center (ISC) (Room S-4900). If a 
jacket is full or only available as an image, please file materials in a new jacket and 
bring it down to the (ISC). For further information please call 703-605-0716. 

Reviewer: Autumn Metzger 

Division: RD - IVB 1 

Phone: 703-305-5314 Date: 



UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
WASHINGTON, DC 20460 

OFFICE OF CHEMICAL SAFETY 
ANO POLLUTION PREVENTION 

December 7, 2017 

Todd Frank 
Regulatory Affairs Consultant 
Bayer HealthCare 
P.O. Box 390 
Shawnee Mission, KS 
6620 1 

Subject: CSF Amendment - Adding Alternate CSF #3 
Product Name: PNRl 427 Insecticide 
EPA Registration Number: 11556-15 5 
Application Date: August 18, 2017 
Decision Number: 534540 

Dear Mr. Frank: 

The Confidential Statement of Formula (CSF) referred to above, submitted in connection with 
registration under the Federal Insecticide, Fungicide and Rodenticide Act, as amended, is 
acceptable . This approval does not affect any conditions that were previously imposed on this 
registration. You continue to be subject to existing conditions on your registration and any 
deadlines connected with them. 

Please note that the record for this product currently contains the fo llowing CSFs: 

• Basic CSF dated 06/05/20 17 
• Alternate CSF l dated 06/06/20 17 
• Alternate CSF 2 dated 06/07/2017 
• Alternate CSF 3 dated 11/16/2017 

Any CSFs other than those listed above are superseded/no longer valid. If you have any 
questions, please contact Autumn Metzger at 703-305-53 14, or Metzger.autumn(@epa.gov. 

Sincerely, 

Elizabeth Fertich 
Product Manager 4 
Invertebrate & Vertebrate Branch 1 
Registration Division (7505P) 
Office of Pesticide Programs 
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*Product ingredient source information may be entitled to confidential treatment* 

ENVIRONMENTAL PROTECTION AGENCY 
WASHINGTON, D.C. 20460 

OFFICE OF CHEMICAL SAFETY 
AND POLLUTION PREVENTION 

OFFICE OF PESTICIDE PROGRAMS 
REGISTRATION DIVISION (750SP) 

DOCUMENT CONTAINS CONFIDENTIAL INFORMATION 

DATE: November 6. 2017 ACTION CODE: 345 
DECISION No.: 534540 DP BARCODE No.: 443811 File Symbol No.: 11556-155 

COMPANY: BAYER HEALTHCARE LLC 
PRODUCT NAME: "PNR1427 Insecticide" 
SUBJECT: PRODUCT CHEMISTRY REVIEW OF MP () EP [X] 
PC Codes: 036007; 129099 

FROM: William Herald, Microbiologist (MS) / Chemist, REHS/Registered Sanitarian /) 

TO: 

Product Chemistry Team ' · 
Chem;.,,,,, Inert, ,nd Toxioology Assessment 8',neh (CIT AB) RD (7 505P) # 
Maggie Rudick / Kahle B. Davis, PM 3 () _ I\ A -j ::i_ 
Invertebrate and Vertebrate Branch 1 / RD (7505P) S1 tfV.,., J J-- 6·-9 r 

l .-' 

INTORDUCTION: 

With a letter dated August 18, 2017Registrant, BAYER HEALTHCARE LLC has submitted an Alt. No. 2 CSF 
formulation (dated 8/1 6/17) to support the registration of the end use product, "PNR1427 lnsecticide". Said proposed Alt. 
No. 2 CSF has replaced an ingredient. CIT AB has been asked to evaluate the said proposed Alt No. 2 CSF fonnulation 
and determine its acceptability. 

SUMMARY OF FINDINGS: 

1. The proposed Alt. No. 2 CSF fonnulation contains d 
Flumethrin Technical (96.2%) [EPA Reg. No. 11556-154) as the active ingredients with the product label claims 
of 10.0% and 4.5% respectively. 

2. The nominal concentrations of the active ingredients concur with the product label claims of nominal 
concentrations in compliance with PR Notice 91-2 and Title 40 CFR § 152.43. 

3. All of the inert ingredients present in the formulation have been approved by the Agency for non-food use only 
(V. Santa, 9/22/17). 

4. The upper and lower limits of the active and inert ingredients are in compliance with the statutory parameters 
recited in Title 40 CFR § 158.350 (b) (2). 

5. The said proposed Alt No. 2 CSF formulation is substantially similar in chemical composition and physical
chemical properties with the current Basic CSF dated June 5, 2017. 

CONCLUSION: 
.?:, 

The CIT AB bas reviewed the said proposed Alt. No.'sj_CSF formulation dated August 16, 2017 and has determined it to 

be acceptat0w0\ S'\.,QyY\\ \\fe\ ~ °" t¼I\._ v0c11 s cto.J-ec/ \\))VJ I I 7 

co\-(A~{',f½,~ \1y (..1) s\01..Q U\Cli'\~S \\15i'5f\'i fi;-\nl~ 
c} \ -C«,\.QJ\-\- ~ ~'\.\~ ~VY)() ' 

W. J. Herald 2017 
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Metzger, Autumn 

From: 
Sent: 
To: 
Subject: 

THANK YOU VERY MUCH!!! 

Have a great day and Holiday! 

Todd 

Todd Frank <todd.frank@bayer.com> 
Thursday, November 16, 2017 1:59 PM 
Metzger, Autumn 
RE: Seresto Collar - Bayer Animal Health 11556-1 55 

From: Metzger, Autumn [mailto:Metzger.Autumn@epa.gov] 
Sent: Thursday, November 16, 2017 12:47 PM 
To: Todd Frank 
Cc: IVBl 
Subject: RE: Seresto Collar - Bayer Animal Health 11556-155 

Ok, I talked to PC and I went ahead and switched out the one you sent for the one that was accepted. So I have sent 
Beth (the PM) the amendment letter to sign. She's got a huge stack though so it may be a week or so since we have a 
holiday coming up before it gets signed, either way we're way ahead of the original schedule, which we thought was 
getting pushed back due to the change, but it didn't. 

Thanks for the prompt responses and help! 

Autumn Metzger 
Invertebrate & Vertebrate Branch 1 
Registration Division 
Office of Pesticides 
703-305-5314 

From: Todd Frank (mailto:todd.frank@bayer.com1 
Sent: Thursday, November 16, 2017 11:09 AM 
To: Metzger, Autumn <Metzger.Autumn@epa.gov> 
Subject: RE: Seresto Collar - Bayer Animal Health 11556-155 

Hi Autumn, 

Attached is the update CSF as discussed. 

We updated the name to include Alternate 3 and used today's date. 

Let me know if you have any questions. 

Thank you, 
Todd 

Todd Frank 
Regulatory Affairs Consultant 

1 
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Bayer U.S. 
Animal Health 
Research & Development 
P.O. Box 390 
Shawnee Mission, KS 66201-0390 
Phone: (913) 268-2585 
E-mail: todd.frank@bayer.com 

From: Metzger, Autumn [mailto:Metzger.Autumn@epa.gov] 
Sent: Thursday, November 16, 2017 8:36 AM 
To: Todd Frank 
Subject: RE: Seresto Collar - Bayer Animal Health 11556-155 

Hi Todd, 

Can you call when later this morning when you have a chance? Since I got this package late, then a new CSF later I want 
to verify what we have and reviewed was the correct one before we finish it up. 

Thanks! 

Autumn Metzger 
Invertebrate & Vertebrate Branch 1 
Registration Division 
Office of Pesticides 
703-305-5314 

From: Todd Frank [mailto:todd.frank@bayer.com] 
Sent: Thursday, October 26, 2017 3:14 PM 
To: Metzger, Autumn <Metzger.Autumn@epa.gov> 
Subject: RE: Seresto Collar - Bayer Animal Health 

Hi Autumn, 

Very good news. Thank you for the update. 

Again if any questions please let us know! 

Have a wonderful day! 

Todd 

From: Metzger, Autumn [mailto:Metzger.Autumn@epa.gov] 
Sent: Thursday, October 26, 2017 2:04 PM 
To: Todd Frank 
Subject: FW: Seresto Collar - Bayer Animal Health 

Hi Todd, 

I have set up to talk to the Product Chem team on Tuesday about this one. I think the switch is do-able but may just push 
the review back a little. I'll confirm with you on Tuesday. 

Autumn Metzger 
Invertebrate & Vertebrate Branch 1 
Registration Division 
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Office of Pesticides 
703-305-5314 

From: Fertich, Elizabeth 
Sent: Thursday, October 19, 2017 3:21 PM 
To: Todd Frank <todd.frank@bayer.com> 
Cc: Davis, Kable <Davis.Kable@epa.gov>; Rudick, Maggie <Rudick.Maggie@epa.gov>; Metzger, Autumn 
<Metzger.Autumn@epa.gov> 
Subject: RE: Seresto Collar - Bayer Animal Health 

Hi Todd, 
Maggie is out the office for a few weeks, so I'm transferring this to Autumn Metzger. She'll let you know about 
swapping out the CSF. 
Kind regards, 
Beth 

From: Fertich, Elizabeth 
Sent: Wednesday, October 18, 2017 4:25 PM 
To: 'Todd Frank' <todd.frank@bayer.com> 
Cc: Davis, Kable <Davis.Kable@epa.gov>; Rudick, Maggie <rudick.maggie@epa.gov> 
Subject: RE: Seresto Collar - Bayer Animal Health 

Hi Todd, 
Maggie Rudick has been working on this action and sent the CSF to the chemistry team for review. I will see how far 
along they are and whether it's possible to swap out the CSFs at this time. I'll get back to you soon. 
Kind regards, 
Beth 

From: Todd Frank [mailto:todd.frank@bayer.com] 
Sent: Wednesday, October 18, 2017 2:52 PM 
To: Davis, Kable <Davis.Kable@epa.gov> 
Cc: Fertich, Elizabeth <fertich.elizabeth@epa.gov> 
Subject: RE: Seresto Collar - Bayer Animal Health 

Hi Bo, 

We submitted the MFA for the Collars to add a new alternate inert back in August and we wanted to see if it would be ok 
to replace that CSF with a new one? The new CSF has the same date as the original CSF. The only change was the 
addition of a second supplier for the new inert. 

Attached is the new CSF with the alternate ingredient and the supplier composition statement. 

If you have any question please let us know. 

Todd 

Todd Frank 
Regulatory Affairs Consultant 
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Bayer U.S. 
Animal Health 
Research & Development 
P.O. Box 390 
Shawnee Mission, KS 66201-0390 
Phone: (913) 268-2585 
E-mail: todd.frank@bayer.com 

From: Davis, Kable [mailto:Davis.Kable@epa.gov] 
Sent: Monday, August 21, 2017 7:22 AM 
To: Todd Frank 
Cc: Fertich, Elizabeth 
Subject: FW: Seresto Collar - Bayer Animal Health 

Hi Todd-

Thanks for the heads up. We will keep a lookout for the submission. 

Enjoy the day. 
Bo 

Kable Bo Davis 
Acting Branch Chief 
Invertebrate & Vertebrate Branch 1 
{703) 306-0415 
davis.kable@epa.gov 

From: Todd Frank [mailto:todd.frank@bayer.com] 
Sent: Monday, August 21, 2017 8:18 AM 
To: Davis, Kable <Davis.Kable@epa.gov> 
Subject: Seresto Collar - Bayer Animal Health 

Hi Bo, 

We just wanted to send you a copy of the minor formulation amendment we just submitted to your attention. 

Please let me know if you need any additional information in support of the application. 

Have a great day! 
Todd 

Todd Frank 
Regulatory Affairs Consultant 

Bayer U.S. 
Animal Health 
Research & Development 
P.O. Box 390 
Shawnee Mission, KS 66201-0390 
Phone: (913) 268-2585 
E-mail: todd.frank@bayer.com 
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
WASHINGTON, O.C. 20460 

OR. ROBERT ZOL YNAS 
BAYERHEALTHCARELLC 
ANIMAL HEAL TH DIVISION 
PO Box 390 

August 25, 2017 

SHAWNEE MISSION, KS 66201-0390 

PRODUCT NAME: PNR1427 INSECTICIDE 
COMP ANY NAME: BA YER HEAL TH CARE LLC 
OPP IDENTIFICATION NUMBER: 
EPA FILE SYMBOL: 11556-155 
EPA RECEIPT DA TE: 08/21/17 

SUBJECT: RECEIPT OF AMENDMENT 

DEAR REGISTRANT: 

OFFICE OF CHEMICAL SAFETY 
AND POLLUTION PREVENTION 

The Office of Pesticide Programs has received your application for an amendment 
and it has passed an administrative screen for completeness. 

During the initial screen we determined that the application appears to qualify for fast 
track review. The package will now be forwarded to the Product Manager for review to 
determine its acceptability for fast track status. 

If you have any questions, please contact Registration Division, Risk Management 
Team 3, at {Phone Number}. 

·nd Processing Staff 
Infom1ation Services Branch 
Information Technology & Resources Management Division 
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FAST -TRACK AMENDMENTS - Completeness Screening CheckJist 

Exp.m 's ln·Prncessing Signatu,e, ~ I,! · I\,\__ Date: 1J{ 8o{t1-r,M #: 3 

EPA Reg. Number: l l 5 S lo ---l s s EPA Receipt Date: O /( Tl I 'T' 
Ch ecklist Item 

1 Application For~ (EPA Form 8570-1) - signed? 

2 Confidential Statement of Formula (EPA Form 8570-29) - signed? 

3 Certification with Respect to Citation of Data (EPA Form 8570-34) -
signed? 

4 Formulator's Exemption Statement (EPA Form 8570-27) - s igned? 

5 Data Matrix (EPA Form 8570-35) [Applicable fo r adding me-too uses] 
- signed? 

a) Selective Method? 
b ) Cite-All Method? 
c) Public conv of Matrix provided? See PR Notice 98-5 

6 Is Label included? (5 copies) 

a) Electronic Label submitted? 

Comments: 

)o 

~e»> 
Inerts approved for use as intended ~ 

\) ·':So. ~0-- . 

" v-- o/ / £.~j~d/}l.. 

I --J,J' -
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Create/Edit Collections Utilities Quer; Tool _ Po Help 

S: '1008078. Milestone Email: 
. . . 

Re!Ju.latory Type: ProdUcl Registration - Section 3 

. .. ' , . 

Application Type: Amendment V ' 

Company: 11556 ' BAYER HEALTHCARE LLC 

. ,., . •·· .. . 
Risk Manager: Registration Divslon, Risk Management-Team 3 

. . 

llr 
Exit 

P.i:-suomiss.1cn: 0 ·y•ss @ H,, 
Fee For Service: 0 Yes @ No 

Billable: Q Yes @ No 

V 

V 

Product#: · 11556-155-' Pro-duct Name: ?NR1427 INSECTICIDE · 

M-eToo 
Section3: 

Me Too Product. 
Name: 

Print Letter 

Enter !,lore Information 

Tracking 

Applicatiofl Date: '1 &-Au g-2017 

Front End Oate: 25-Aug-2017 

FFS Due Date: 

~ OPP Rec'vd Date: 21-Aug-20·17 

ru1J Risk Manager Send Date: 2!:--Aug-2017 

~ 

ru1I 
. . .. . -~c:eipt C.,(?nt~n_t. _ ... 

. CSF 

OPP Target '.Date: 

ft1st Trac.f,: D 
!receipt Description: 

.Al,IENDl,IElff 

Signature Cote: 

Negotiated Due Date: 

New Ingredient: D 

Fermi:!: D 

< 

Nev,· tngf e~He:nt 
P..ec e-~ved La!r::: 

View/Edit 
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!Fee for Service! {1008078'-
r-- ---------------7 r -- ... - ------- ·--- ···-·· ·-· -- · ---, 

: I 

for Division ! This package includes the following ( 

i c) New Registration 

c~i Amendment 

i 
; ~ 1 Studies? □ Fee Waiver? 

0 AD 
0 BPPD 
(!) RD 

1 ; Risk Mgr. [I] 
i ~-~ volpay 0/o Reduction: _ I ! . 
l. - - - - --- ·--- ·-·---···-----· -· - ---- ___ J i__ ----,-- ··- -- - --- - ---- ----- - ! 
r-- - +••-• - - •• - -- • - •- ••-•• --- H•-- •---• •••••--• •- •--• --• ••- • •--• -•-•-- •-•• •-• - -•• -- •-•- - •-•- -

i Receipt No. s-1 1008078 I · 
EPAFileSymbol/Reg.No. I 11556-155 I 
Pin-Punch Date: I 8/21/2017 I 

' I 

L __ ···--· . --- -- ----· --- ··-· ·----- -- -·· -- ·--- -·· ----·· ··----·· ---- ·--·-·· --·-- . ·-·· ---- ··-- ----- ----- : 

~¼J This item is NOT subject to FFS action. 

r-·-- --- ·---A-ctim1-COtte-:- -- -- 7 / Parent/Child Decisions: ! 
! ---- 11 : 

! Requested: I I i I 
Granted: I I 

Amount Due: $ ---

ii 
I I 
: ! 

' I I 
! I I, 
I I 
! ! 

'I I .. ---- ·- --- .. ···-·. ··- . 

~ Inert Cleared for Intended Use CJ Uncleared Inert in Product 

. C~~ ~ ~ -~~fa~/:J~lr 
Reviewer: ..D~D~ ~ Date: 5 /z~ / I 7-
Remarks: -:}:~L-t ~ ~ 
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Bayer HealthCare 

Document Processing Desk (7504P) - (AMEND) 
Office of Pesticide Programs (7504P) 
U.S. Environmental Protection Agency 
Room S-4900, One Potomac Yard 
2777 South Crystal Drive 
Arlington, VA 22202-4501 

Attn : Kable B. Davis, IVB1 
August 18, 2017 

Subject: Amendment to add alternate inert 
PNR1427 Insecticide 
EPA Reg. No. 11556-155 

Dear Mr. Davis, Bayer HealthCare LLC 

Bayer HealthCare LLC Animal Health is submitting an Amendment for the 
sub·ect reduct to add an alternate formulation. The new inert is 

In support of this application, we are submitting the following documentation: 

1 . EPA Form 8570-1 dated 08/18/2017 
2. 2 copies each of EPA Form 8570-4 -- Confidential Statement of Formula 

3. 
4. 
5. 

• ■-:.-,.- ,.-,,: •• 

6. Email from Kerry Leifer dated 06/28/2017 

Should you have any questions regarding this submission, please call me at 
(913) 268-2585 or email todd.frank@bayer.com. 

Regards, 

1,1~~~ 
J. Todd Frank 
Regulatory Affairs Consultant 

*Manufacturing process information may be entitled to confidential treatment* 

Animal Health 

P.O. Box 390 
Shawnee Mission, KS 
66201-0390 

*Product ingredient source information may be entitled to confidential treatment* 13 



~ . .. --- ----•- ..,.,,,,.,..urr ,~4 F orm A d MR 22rove I Si? 
rr urlrUIIII 

No.2070-0060 

Uni, .. _ Statet ~ R.. ~tratlon OPP Identifier Number 

&EPA Environmental Protection Agency Amendment 
Washington, DC 20460 Other 

Application for Pesticide - Section I 
1. Company/Product Number 2. EPA Product Manager 3. Proposed Clanification 
11556-155 Kable 8. Davis 

0None D Restricted 4 . Company/Product (Name) PM# 
PNR 1427 Insecticide Team Number 3 

5. Name and Add, ... of Applicant llnclu<H ZIP Code/ 6. Expedited Review. In accordance with FIFRA Section 3(cl(31 

Bayer HealthCare LLC, Animal Health Division (b)(i), my product is similar or identical in composition and labeling 

P.O. Box 390 to: 
Shawnee Mission, KS 66201-0390 a EPA Reg. No. 

□ Checlc if this i$ • new addrt1S$ Product Name 

Section - II 

□ Amendment• Explain below. D Anal printed label• in responH to 
Agency letter dated 

□ Resubmieeion in reeponse to Agency lotter dated □ "Me Too• Application. 

[x_] Notification· Explain below. 

□ Other · Explain below. 

Explanation: Use additional pagalsl If neceuery. (For section I end Section II.I 

To add alternate inert to formulation. 

E-mail Contact : todd.frank@bayer.com 

Section - Ill 
1. Material This Product WIii Be Packaged In: 

Child•Rasistant Packaging Unit Peckaging Water Soluble Packaging 2. Type of Container 

BY••· BYH B Yes §MM• Plastic 
No No No GleH 

• Certification must 
If •ve,• No. pa, If "Yes" No. par Papa, 
Unit Packaging wgt. container Package wgt container Other !Specify) 

be submitttJd 
I 

3. Location of Nat Contente Information 4 . Sizels) Retatl Container 5 . Location of Label Directions 

□ 0 Container 
a Onl.abal 

Label On Labeling M:companying product 

6. Manner in Which Label is Affixed to Product - Lithograph D Other - Paper ~ued 
Stenci ed 

Section - IV 
1 • Contact Point (Comp/at• ittHnS directly bmw for id11ntffication of individual to b• contact#ld, if necusary, to p roctlS$ this epp/ication.) 

Name Title Telephone NJ. U..clude Aree ~('(I-,) 

J. Todd Frank Reg. Affairs Consultant 913-268-2585 

·-
Certification ~. D~~(' Applicatio.1 

I cenify that the statements I have made on this form and all attachments thereto are true, accurate and complete. Roc,.,ivod 

I acknowledge that eny knowingly falea or misleading s tatement may be punishable by fine or imprisonment or (Stampf"c4t 
both under applicable law. 

2. Signature 3 . Title 

1-,l~~D [) Regulatory Affairs Consultant 

4. Typed Name 5 . Date 

J. Todd Frank Aug 18, 2017 

EPA Form 8570.1 !Rev. 8-94) Previous editions are obsolete. Whhe · EPA FIie Copy (original) 



*Pages 15-23 Inert & product ingredient source information may be entitled to confidential treatment* 



*Inert ingredient information may be entitled to confidential treatment* 

Todd Frank 

Subject: FW: Non-food Use of 

Begin forwarded message: 

From: "Leifer, Kerry" <Leifer.Kerry@eoa.gov> 
Date: June 28, 2017 at 3:13:11 PM CDT 
To: "doug.spilker@bayer.com" <doug.spilker@bayer.com> 
Cc: "Shah, Pv" <Shah.Pv@e a. ov> 

Request for Information 

Subj ect: RE: Non-food Use of - Request for Information 

Doug, 

Regarding your inquiry, we have added 
to our internal database as an approved nonfood use inert ingredient and will also be adding it to 
lnertFinder. A food use approval would require the submission of a tolerance exemption petition and an 
accompanying PRIA fee (likely under PRIA category 1003). 

Regarding~ e will need to have the full composition of that product provided to us so 
that we can verify its acceptability for use as an inert ingredient. Please see FAQ #12 at 
https://www.epa.gov/sites/prod uction/files/2015-12/docu ments/faqs. pdf 

Finally, regarding the submission of an alternate formulation, that would be evaluated on an individual 
case basis. 

Please feel free to contact me directly if you have any further questions. 

Sincerely, 

Kerry 

Kerry Leifer, Team leader 
Chemistry, Inerts and Toxicology Assessment Branch 
Registration Division (7505P} 
Office of Pesticide Programs 
U.S. Environmental Protection Agency 
1200 Pennsylvania Ave. NW 
Washington, DC 20460 
tel: (703) 308-8811 
fax: (703) 605-0781 

e-mail: leifer.kerry@epa .gov 

From: Shah, Pv 
Sent: Tuesday, June 27, 2017 4:18 PM 
To: Leifer, Kerry <Leifer.Kerry@epa.gov> 
Subject: Fwd: Non-food Use of Request for Information 

24 



*Inert ingredient information may be entitled to confidential treatment* 

Sent from my iPhone 

Begin forwarded message: 

From: Doug Spilker <doug.spilker@bayer.com> 
Date: June 22, 2017 at 1 :54:29 PM EDT 
To: "shah.pv@epa.gov" <shah.pv@epa .gov>, "inertsbranch@epa.gov" 
< i nertsbranch@epa.gov> 
Cc: Brad McKinnis <brad.mckinnis@bayer.com>, Todd Frank 
< todd. frank@bayer.com> 
Subject: Non-food Use of - Request for 
Information 

Dear PV, 

In looking through the Inert-Finder data base, we noticed that: 

• 

• 

• We would like to include the s an alternate 
ingredient for the in the formulation of a non-food 
use product at the same level. 

Thank you and, 

Best regards, 

:JJou!J 

Douglas A Spilker, Ph.D. 
Manager, EPA Regulatory Affairs 

Bayer: Science For A Better Life 

Bayer U.S. LLC 
Animal Health R&D, Regulatory Affairs 
P.O. Box 390 
Shawnee, KS 66201 

re approved, ho 

2 
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USA 
Tel: + 1 913 268 2751 
Mobile: +1816506 3102 

E-mail: doug.spilker@bayer.com 
Web: http://www.bayer.com 

The information contained in this e-mail is for the exclusive use of the intended recipient{s) and may be confidential, 
proprietary, and/or legally privileged. Inadvertent disclosure of this message does not constitute a waiver of any 
privilege. If you receive this message in error, please do not directly or indirectly use, print, copy, forward, or disclose 
any part of this message. Please also delete this e-mail and all copies and notify the sender. Thank you. 

3 



PildCESSING RE.QUEST 

Reg# /(5[;6-/S-5= Decision# S)Ol/::>3 

Description: Ut)~ 2M iu +#{ 1-6 C(Y 
I 

E lectronic Label & Letter 
OR 

(see PPLS): 

D Dated: 

Non Electronic 
Label & Letter 

(Scanning required): 

D Dated: 

>!:-t*Only one label type should be selected '~,;, 

Other Materials Sent (see jacket): 
~ 

~ -ew CSF(s) Dated: 6' ~6 · 
/ 

D ()ther: 

6-t; G- 7- I 7 
J 

File this coversheet and attached materials in the jacket. It must be well organized 
and cl ipped together, NOT STAPLED. Then give the jacket with the coversheet and 
materials to staff in the Information Services Center (ISC) (Room S-4900). If a 
jacket is full or only available as an image, please file materials in a new jacket and 
bring it down to the (ISC). For further information please call 703-605-0716. 

Revie,ver: Ano-ela Hollis 

Division: RD 

Phone: 347-0216 Date: 1- J_O ,- /J 
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
WASHINGTON, DC 20460 

July 20, 2017 

J. Todd Frank 
Regulatory Affairs Consultant 
Bayer HealthCare LLC, Animal Health Division 
P.O. Box 390 
Shawnee Mission, KS 66201 

OFFICE OF CHEMICAL SAFETY 
AND POLLUTION PREVENTION 

Subject: CSF Notification per PRN 98-10-Updating Basic CSF, Alternate CSFs 1 and 2 
Product Name: PNR1427 INSECTICIDE 
EPA Registration Number: 11556-155 
Application Date: 06/09/2017 
Decision Number: 530453 

Dear Mr. Frank: 

The Agency is in receipt of your Application for Pesticide Notification under Pesticide 
Registration Notice (PRN) 98-10. The Registration Division (RD) has conducted a review of this 
request for its applicability under PRN 98-10 and finds that the actions requested fall within the 
scope of PRN 98-10. The CSFs submitted with your application have been stamped 
"Notification" and placed in our files. 

Please note that the record for this product currently contains the following CSFs: 

Basic CSF dated 06/05/2017 
- Alternate CSF 1 dated 06/06/2017 
- Alternate CSF 2 dated 06/07/2017 

Any CSFs other than those listed above are superseded/no longer valid. If you have any 
questions, please contact Angela Hollis at 703-347-0216 or by email at hollis.angela@epa.gov. 

Sincerely, 

Elizabeth Fertich 
Acting Product Manager 03 
Invertebrate & Vertebrate Branch 1 
Registration Division (7505P) 
Office of Pesticide Programs 
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Bayer Hea1thCare 

Document Processing Desk (7504P) - (NOTIF) 
Office of Pesticide Programs (7504P) 
U.S. Environmental Protection Agency 
Room S-4900, One Potomac Yard 
2777 South Crystal Drive 
Arlington, VA 22202-4501 

Attn: Kable B. Davis, IVB1 Chief (acting) 
June 9, 2017 

Subject: Notification to update supplier names 
PNR1427 Insecticide 
EPA Reg. No. 11556-155 

Dear Mr. Davis, Bayer HealthCare LLC 

Bayer HealthCare LLC Animal Health is submitting a Notification for the subject 
product to revise supplier names for some inerts ingredients and add alter.nate 
suppliers for some of the non-proprietary inert ingredients. 

In support of this application, we are submitting the following documentation: 

1. EPA Form 8570-1 , with Confidential Explanation Page 
2. 2 copies each of EPA Form 8570-4 -- Confidential Statement of Formula 

(CSFs) for the Basic and two Alternate CSF's dated 06/5/201 7, 
06/06/2017, and 06/07/2017. 

3. 1 copy of the most recent approved Basic and Alternate CSF's dated 
08/25/2010. 

Should you have any questions regarding this submission, please call me at 
(91 3) 268-2585 or email todd.frank@bayer.com. 

Regards, 

Q,1009~ 
J . Todd Frank 
Regulatory Affairs Consultant 

This notification is consistent with the provisions of PR Notice 98-10 and EPA 
regulations at 40 CFR 152.46, and no other changes have been made to the labeling or 
the confidential statement of formula of this product. I understand that it is a violation of 
18 U.S.C. Sec. 1001 to willfully make any false statement to EPA. I further understand 
that if this notification is not consistent with the terms of PR Notice 98-10 and 40 CFR 
152.46, this product may be in violation of FIFRA and I may be subject to enforcement 
action and penalties under sections 12 and 14 of FIFRA. 

Animal Health 

P.O. Box 390 
Shawnee Mission, KS 
66201-0390 
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Document Processing Desk (7504P) 
Office of Pesticide Programs (7504P) 
U.S. Environmental Protection Agency 
Room S-4900, One Potomac Yard 
2777 South Crystal Drive 
Arlington, VA 22202-4501 

September 15, 2016 
Attention: Kable B. Davis, Team 3 

Subject: PNR1427 lnsecticlde (EPA Reg. No. 11 556-155) 
Withdrawal of Amendment to revise directions for use to add Medium 
Dog 

Dear Mr. Davis, 

Bayer HealthCare LLC Animal Health is requesting withdrawal without 
prejudice of our July 22, 2016 Amendment tor the subject product. 

After further review of the current market, Bayer does not wish to pursue the 
development of the additional product at this time. 

Should you have any questions regarding this submission, please call me at 
(913) 268-2585 or email todd.frank@bayer.com. 

Regards, 

y 
1
/ Ml!f) CufilD 

J. ToddFr~~ 
Regulatory Affairs Consultant 

cc: D. A. Spilker 

Bayer Animal Health 
Development, North America 
P.O. Box 390 
Shawnee, KS 66201-0390 
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Bayer HealthCare 

Document Processing Desk (7504P) - (NON-PRIA AMEND) 
Office of Pesticide Programs (7504P) 
U.S. Environmental Protection Agency 
Room S-4900, One Potomac Yard 
2777 South Crystal Drive 
Arlington, VA 22202-4501 

Attention: Kable B. Davis, Team 3 

Subject: PNR1427 Insecticide (EPA Reg. No. 11556-155) 

July 22, 2016 

Amendment to revised directions for use to add Medium Dog 

Dear Mr. Davis, 

Bayer HealthCare LLC Animal Health is submitting an Amendment for the 
subject product to add an Alternate Brand Name (ABN) and minor revisions to 
the directions for use to add Medium size dog directions. The Medium dog 
collar is identical to the Large dog collar in composition and claims. 

In support of this application, we are submitting the following documentation: 

1. Application Form 8570-1 , dated 7/22/2016 
2. PNR1427 Insecticide labeling (version g) 3 copies 
3. PNR1427 Insecticide labeling (version g highlighted) 3 copies 
4. CD containing PDF versions of the labels 

Should you have any questions regarding this submission, please call me at 
(913) 268-2585 or email todd.frank@bayer.com. 

Regards, 

Q,,~~ 
J. Todd Frank 
Regulatory Affairs Consultant 

cc: D. A. Spilker 

Bayer HealthCare LLC 

Animal Health 

P.O. Box 390 
Shawnee Mission, KS 
66201-0390 
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
WASHINGTON, D.C. 20460 

DR. BRUCE MARTIN 
BA YER HEAL TH CARE LLC 
ANIMAL HEALTH DIVISION 
PO Box 390 
SHAWNEE MISSION, KS 66201-0390 

July 27, 2016 

PRODUCT NAME: PNRl 427 INSECTICIDE 
COMPANY NAME: BA YER HEALTHCARE LLC 
OPP IDENTIFICATION NUMBER: 
EPA FILE SYMBOL: 11556-155 
EPA RECEIPT DATE: 07/26/16 

SUBJECT: RECEIPT OF AMENDMENT 

DEAR REGISTRANT: 

OFFICE OF CHEMICAL SAFETY 
AND POLLUTION PREVENTION 

The Office of Pesticide Programs has received your application for an amendment 
and it has passed an administrative screen for completeness. 

During the initial screen we determined that the application appears to qualify for fast 
track review. The package will now be forwarded to the Product Manager for review to 
determine its acceptability for fast track status. 

If you have any questions, please contact Registration Division, Risk Management 
Team 3, at (703) 306-0415. 

Sincere!~.. __ 

~.·~ ~ 
Front End Processing Staff 
Information Services Branch 
Information Technology & Resources Management Division 
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UNITED STATES ENVIRONMENT AL PROTECTION AGENCY 
WASHINGTON, D.C. 20460 

OFFICE OF CHEMICAL SAFETY 
ANO POLLUTION PREVENTION 

April 3, 2014 

Mr. J. Todd Frank 
Bayer HealthCare LLC 
Animal Health Division 
P.O. Box 390 
Shawnee Mission, KS 66201-0390 

Subject: Amendment: Revised Marketing Claims 
PNR 1427 Insecticide 
EPA Reg. No. I 1556-155 
Your Submission Dated February 20, 2014 

Dear Mr. Frank: 

The labeling referred to above, submitted in connection with registration under the Federal 
Insecticide, Fungicide and Rodenticide Act (FIFRA), as amended, is acceptable. A stamped copy 
of the label is enclosed for your records. 

If you have any questions regarding this action, please contact Be W a.Q.da Alexander at 
Alexander.bewanda@epa.gov or (703) 305-7460. 

Enclosure 

~~()~ 
Richard Gebken 
Product Manager Team 10 
Insecticide Branch 
Registration Division (7505P) 
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Reason To Issue: Minor revisions to claims. Date: 02/17/14 
Supersedes: 05/29/13 

___________________________________________________________________________________________ Page_ 1 _of_ 14 ___________ _ 

Note to Reviewer: Brackets [ ] and parentheses ( ) denote optional language 

PNRI 427 Insecticide 
Alternate Brand Names: Seresto Small Dog; Seresto Large Dog; Seresto Cat 

Optional Language for Small Collar 
[For 8-month prevention and treatment of ticks, fleas, and lice on (small) dogs and 

puppies 7 weeks of age and older and up to [(18 lbs.)(8 kg)] [body weight]] 
-or-

[For 8-month prevention and treatment of ticks and fleas on cats and kittens 10 weeks of age 
and older] 

-or-

[For 8-month prevention and treatment of ticks, fleas, and lice on (small) dogs and 
puppies 7 weeks of age and older and up to [(18 lbs.)(8 kg)] [bodyweight]] [and/or] 

prevention and treatment of ticks and fleas on cats and kittens 10 weeks of age and older] 

Optional Language for Large Collar: 

[For 8-month prevention and treatment of ticks, fleas and lice for 8 months on (large) 
dogs and puppies 7 weeks of age and older and above [(18 lbs.)(8 kg)] [body weight] ] 

• [Selected optional label claims bulleted here from pages 9 to 15] 

ACTIVE INGREDIENTS: 
Flumethrin * ....................................................... . 
Imidacloprid ....................................................... . 
OTHER INGREDIENTS ........................................... . 
Total ............................................................. . 
*Trans Z-1/trans Z-2 ratio: max 66% trans Z-1 and min 34% trans Z-2 

Net Contents: (X) Collar (s)-XX oz. (XX grams) 
EPA Reg. No.11556-155 / EPA Est. No.11556-TBD 

PNR 1427 lnsecticide 052913f.doc 

ACCEPTED 
APR 3 2014 

Under the Federal Inaectieide. 
Fungicide. and Rodenticlde Act, 
as amended. for the peaticide 
Registered under . _ 
EPA Reg. No. / j r=::'. · - /55 

4.5% 
10.0% 
85.5% 
1C0% 
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Reason To Issue: Minor revisions to claims. Date: 02/17 /14 
Supersedes: 05/29/13 

___________________________________________________________________________________________ P_age 2_ of_ 14 ____________ _ 

Manufactured For 

Bayer HealthCare LLC 
Animal Health Division 

P.O. Box 390 
Shawnee Mission, Kansas 66201 USA 

Made in Germany 

READ THE ENTIRE LABEL BEFORE USE 

[For small collar: USE ON [(DOGS)(CATS)]] 
-or-

[For small collar: USE ON SMALL DOGS and CATS] 
-or-

[For large collar: USE ONLY ON DOGS] 

DO NOT OPEN UNTIL READY TO USE 
DO NOT LET CHILDREN PLAY WITH THIS COLLAR [OR REFLECTORS] 

KEEP OUT OF REACH OF CHILDREN 
[CHOKING HAZARD - CONTAINS SMALL PARTS] 

See [(back panel)(insert)] for Directions for Use. 

HOT LINE NUMBER 
Have the product container or label with you when calling a poison control center or doctor, 
or going for treatment. 

• For CONSUMER QUESTIONS, call 1-800-255-6826. 
• For medical emergencies involving HUMANS or ANIMALS, call 1-800-422-987'1. _ 

PNR 1427 Insecticide 052913f.doc 



Reason To Issue: Minor revisions to claims. Date: 02/17/14 
Supersedes: 05/29/13 

__ ___ _____ ________ ___ _____ ______ ___ ___ __ ______ ___ __ ___ _______ ___ ___ ___ ___ ____________ _____ _ Page_ 3 _of_ 14 __________ _ _ 

DIRECTIONS FOR USE 

It is a violation of Federal Law to use this product in a manner inconsistent with its labeling. 
Do not contaminate feed or food. 

HOW TO APPLY 

One collar per animal to be fastened around the neck. 

Remove collar from protective bag directly before use. Unroll collar and make sure that there 
are no remnants from the plastic connectors inside the collar. Insert end of the collar through 
the buckle. Adjust the collar around the animal's neck without tightening it too tight or 
leaving it too loose. As a guide, it should be possible to onlv insert 2 fingers comfortably 
between the collar and the neck. Pull excess collar through the loop(s). Collar length of 
greater than (I/one/an) inch (2 cm) beyond the loop(s) should be cut off unless it is on a 
growing [(puppy)(kitten)], where some additional length may be needed for adjustment as 
the animal grows. 

(After application of the collar, three reflector clips may be fixed permanently to the collar to 
increase the animal's visibility in the dark. Take the clips out of the bag. The clips should be 
evenly distributed on the non-overlapping part of the collar. The clips are correctly applied 
when a clicking sound is heard. For safety reasons once the reflectors are fixed to the collar 
the clasp closes permanently and cannot be re-opened.] 

Optional Visuals: 

Dog 

- or -

PNR 1427 Insecticide 052913fdoc 
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Reason To Issue: Minor revisions to claims. Date: 02/17 /14 
Supersedes: 05/29/13 

... .. ... ........ ... . . . .. . . ...... .. .. . . . ... ... .. . .. . .... . .. . .. . ... ..... . . . ... ... .. . . . .. .. . . . Page 4 of. 14 ......... . . . 

Cat 

The collar should be worn continuously for the 8 month protection period. Check 
periodically and adjust fit if necessary, especially when [(puppies)(kittens)] are rapidly 
growing. 

This collar is designed with a release[(system)(mechanism)]. In the unlikely event of a 
[(dog)(cat)(pet)] being trapped, the [(dog's)(cat's)(pet's)] own strength is sufficient to widen 
the collar to allow for quick release. 

Replace the collar after 8 months for (optimal) (continuous) flea and tick protection. 

PRODUCT INFORMATION 

Kills fleas which may cause flea allergy dermatitis (FAD) or flea bite hypersensitivity (FBH). 

[(PNR 1427 Insecticide)(Brandname)(This product)(The collar)] kills existing fleas on 
[(dogs)(cats)] within 24 hours. Reinfesting fleas are killed within 2 hours with protection 
against further flea infestation lasting eight (8) months. Pre-existing pupae in the 
environment may continue to emerge for six (6) weeks or longer depending upon the climatic 
conditions. 

Seresto aids in control of flea larvae in the [(dog's)(cat's)] surroundings following contact 
with a [(Seresto)(PNR 1427 Insecticide) treated [(dog)(cat)]. 

Ticks already on the [(dog)(cat)J prior to treatment may not be killed imm•~dia.tcly after collar 
application and may remain attached and visible. At the time of applicaticr. remove ticks 
already on the [(dog)(cat)]. The prevention of infestations with new ticks .:;tc1rts withi11 48 
hours after application of the collar. 

PNR 1427 Insecticide 0529 13£.doc 
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Reason To Issue: Minor revisions to claims. Date: 02/17/14 
Supersedes: 05/29/13 

___________________________________________________________________________________________ Page_ 5 _of_ 14 ___ _ 

Re-infesting ticks are [(repelled)(killed)(repelled and/or killed)] as quickly as 6 hours. 

(Kills lice on dogs.) 
Aids in the treatment (and control) of Sarcoptic mange on dogs. 

[(Seresto) (PNR 1427 Insecticide) (This product)(The collar)] is [(water resistant) 
(waterproof)] and remains effective following a shampoo treatment, swimming or after 
exposure to rain or sunlight. Under normal conditions, effectiveness lasts for 8 months. In 
order to maintain an eight-month duration, dogs must not be bathed more than once per 
month. For dogs that swim once a month or more, the control duration is reduced to 5 months 
for flea control and reduced to 7 months for tick control. 

Occasionally scratching may be observed in animals that are not used to wearing collars 
during the first few days after fitting. Ensure that the collar is not fitted too tightly. Slight hair 
loss and mild skin reactions due to the mechanical irritation of the collar may occur at the 
application site which usually recover within 1 or 2 weeks without the need for collar 
removal. For further guidance regarding individual animal sensitivities, see information 
below. 

In case of loss of collar, a new collar may be applied immediately. Do not attach a leash to 
the collar as this may cause breakage. 

Keep the collar in the bag and in the outer packaging until use. As with any pesticide 
product, do not allow small children to play with the collar ( or reflectors,) or to put them into 
their mouths. Avoid contact with eyes, skin or clothing. Wash thoroughly with soap and cold 
water after fitting the collar. People with sensitivity reactions to the ingredients of the collar 
should avoid contact with the collar. [Choking hazard. Contains small parts]. Do not place 
collar [or reflectors] in mouth. Not intended for use on humans. 

For external use on [(dogs)(and)(cats)] only. Do not use on other animals. [(Do not use 
on puppies under seven weeks of age.)(Do not use on kittens under ten (10) weeks of age.)] 
Do not get this product in [(dog's)(cat's)] eyes or mouth. As with any product, consult your 
veterinarian before using this product on debilitated, aged, breeding, pregnant, or 111m,i11g 
animals. Individual sensitivities, while rare, may occur after using AN.'/ p0s~icide product 
for pets. Rarely, mild application site reactions may occur, such as scratching, redness :md 
hair loss, which usually recover within 1 to 2 weeks without the need for coll,..r remov ai. In 
some cases, a temporary collar removal and bathing may be recommended until syr:i:;;;:o:ns 
have disappeared. In very rare cases, application site reactions suc:'1 c<S dermrititis, 
inflammation, eczema or lesions may occur. In these instances, collar reILova! is 

PNR 1427 Insecticide 052913f.doc 
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Reason To Issue: Minor revisions to claims. Date: 02/17 /l 4 
Supersedes: 05/29/13 

-------------------------------------------- -- ___________________________________________ fc1,g_t?_?_~f __ ~1 ____________ _ 

recommended. If signs persist, or become more severe, consult a veterinarian immediately. 
If your animal is on medication, consult your veterinarian before using this or any other 
product. If your [(dog)(or)(cat)] is experiencing an adverse event, contact your veterinarian 
and, call 1-800-422-9874. 

The patented [ (sustained)( slow)( steady)( continuous)] [(release)( distribution)] technology 
ensures that both active [(substances) (ingredients)] are slowly and continuously released in 
low concentrations from the collar towards the animal. This avoids peak concentrations and 
ensures that concentrations of both active [(substances)(ingredients)] are present in the 
[(cat's)(and/or)(dog's)] haircoat during the entire [(protection)(efficacy)] period. The active 
[(substances)(ingredients)] spread from the site of direct contact over the skin surface. 

[INSERT DIAGRAM THAT DEPICTS RELEASE FROM MATRIX.] 

STORAGE AND DISPOSAL 

Do not contaminate water, food or feed by storage or disposal. 
Do not use container for food storage or other purposes. 
Pesticide Storage: Store in original unopened container in a cool, dry place that is 
inaccessible to children. 
Container Disposal: Dispose of pouch and expired collar in trash. Outer container may be 
recycled or disposed of in trash. 

LIMITED WARRANTY AND LIMITATION OF DAMAGES 

Bayer HealthCare LLC, Animal Health Division, warrants that this material conforms to the 
chemical description on the label. TO THE EXTENT CONSISTENT WITH APPLICABLE 
LAW, BA YER MAKES NO OTHER EXPRESS OR IMPLIED WARRANTY, 
INCLUDING ANY OTHER EXPRESS OR IMPLIED WARRANTY OF FITNESS OR 
MERCHANTABILITY, and no agent of Bayer is authorized to do so except in writing with a 
specific reference to this warranty. To the extent consistent with applicable law any damages 
arising from a breach of this warranty shall be limited to direct damages and shall not include 
consequential commercial damages such as loss of profits or values, etc. [The reflecto:;: cEps 
contained herein are only meant to be used in combination with the spec:fic c( 1llar and nave 
been tested only for such use and purpose. To the extent consistent with applicable Iaw, 
Bayer excludes liability for any misuse and use other than in combination with the specific 
collar as described in the packaging insert.] 

PNR 1427 Insecticide 052913fdoc 



Reason To Issue: Minor revisions to claims. Date: .. 02/17/14 
Supersedes: 05/29/13 

.. . .... . .. . .. ... ... . .. .. . .. . . ... . .. . .. ... .. .. .. .. . ... . . .. .... ... .. . .. .. . . .. . ... .. .. . .. . .. .. Page .7. of. 14 .......... . . 

Pouch Label 
[(PNR 1427 Insecticide)(Brand name)] 

4.5% flumethrin 

10.0% imidacloprid 

Do not let children play with this collar (or reflectors). 
FOR USE ON (CATS)(DOGS)(CATS & DOGS) 

See (outer container/leaflet/insert) for complete label information. 
Do not open until ready to use. 

BA YER HealthCare LLC, Animal Health Division 

EPAReg.No. 11556-155 
EPA Est. No. 11556-TBD 

Lot No. 0000000 

Calendar Reminder Sticker 

Use[(this)(attached)(included)] calendar sticker to remind you when your 
[(dog)(cat)(pet)] is due for its next application. 

-----------------------------·----------------------------------------------------
[(PNR 1427 Insecticide)(Brand name)] 

Make sure to replace collar 
after 8 months 

Mobius Loop on outer container 
Fe 

Package 

PNR 1427 Insecticide052913f. doc 
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Reason To Issue: Minor revisions to claims. Date: 02/17 /14 
Supersedes: 05/29/13 

___________________________________________________________________________________________ Page_ 8 _of_-~ 1 ____________ _ 

Note to Reviewer: Brackets [ ] and parentheses ( ) denote optional language 

Optional/Alternative Marketing Claims - Dogs 

General Claims - Dogs 
• Two active [(substances)(ingredients)] provide dual action against ticks, fleas, and lice 

(on dogs) 
• For use on dogs and puppies 7 weeks of age and older 
• Tick, ( and) flea ( and lice) (prevention)( control)( and) treatment for dogs 7 weeks of age 

or older 
• [(PNR 1427)(Brand name)(This product)] is indicated for the prevention and treatment 

of ticks, fleas and lice on dogs and puppies (7 weeks of age and older) 
• [Effective][Long-lasting] [protection] against ticks and fleas for 8 months 
• [Effective][Long-lasting] [protection] against ticks, fleas and lice for 8 months 
• Kills (and repels) ticks, (and) kills fleas (for 8 months) 
• Reliable 8-month protection against ticks, and fleas on dogs (and puppies) 
• Reliable 8-month protection against ticks, fleas and lice on dogs (and puppies) 
• [3-way] protection against fleas, ticks and lice 
• 8-month protection against ticks and fleas 
• 8-month protection against ticks, fleas and lice 
• For (small) dogs up to [(18 lbs.)(8 kg)] [body weight] 
• For (large) dogs above [(18 lbs.)(8 kg)] [body weight] 
• For external use on dogs 
• For [(small dogs and puppies)(large dogs)] 
• Fully effective within 48 hours after initial application of collar 

Tick Claims - Dogs 
• Repels and kills ticks for 8 months, including [(Deer)(Black-legged)] ticks, (Ixodes 

scapularis) (vector of Lyme disease and anaplasmosis), American dog ticks, 
(Dermacentor variabilis) (vector of Rocky Mountain spotted fever and ehrlichiosis), 
Brown dog ticks, (Rhipicephalus sanguineus) (vector of ehrlichiosis, anaplasmosis, 
bartonellosis, babesiosis, canine hemoplasmosis, and Rocky Mountain spotted fever). 
and Lone Star ticks (Amblyomma americanum) (vector of ehrlichiosi~) 

• Treatment with [(PNR 1427)(brand name)(this product)(the collar)] kills fo:ks that r11ay 
vector Anaplasmosis (Anaplasma phagocytophilium), Bartonellosis (:J.:u·:onella A1:sonii, 
Bartonella spp.), Babesiosis (Babesia canis, B. gibsoni), Borreliosis (Borrelia 
burgdorferi), canine hemoplasmosis (Mycoplasma haemocanis), Ehrl~d1:0sis (E:ir!ichia 
canis, E. chaffeensis, E. ewingii), Hepatozoonosis (Hepatozoon canis 21:0 H. 
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___________________________________________________________________________________________ Page_ 9 of_ 14 ___________ _ 

americanum), and Rickettsiosis (Rickettsia rickettsii) [,which are types of (canine) 
vector borne diseases] 

• Efficacy against ticks (by repelling and killing) that may vector Anaplasmosis 
(Anaplasma phagocytophilium), Bartonellosis (Bartonella vinsonii, Bartonella spp.), 
Babesiosis (Babesia canis, B. gibsoni), Borreliosis (Borrelia burgdorferi), canine 
hemoplasmosis (Mycoplasma haemocanis), Ehrlichiosis (Ehrlichia canis, E. chajfeensis, 
and E. ewingii), Hepatozoonosis (Hepatozoon canis and H americanum ), and 
Rickettsiosis (Rickettsia rickettsii) [, which are types of (canine) vector borne diseases] 

• Kills [(Deer)(Black-legged)] ticks(, which may carry Lyme disease and Anaplasmosis) 
• Kills American dog ticks (, which may vector Rocky Mountain spotted fever and 

Ehrlichiosis) 
• Kills all [(life)(blood feeding)] stages of ticks 
• Kills tick adults, larvae, and nymphs 
• Kills ticks within 48 hours of (initial) application 
• Prevents tick infestations within 48 hours after (initial) application 
• [(Kills)(Repels)] ticks in 6 hours after (initial) efficacy has been obtained 
• Re-infesting ticks are [(repelled)(killed)(repelled and/or killed)] as quickly as 6 hours 
• Protects against all types of ticks (attacking dogs) 
• Protects your (dog)(and/or)(puppy) from all types of ticks (for 8 months) 
• Easy, effective [(treatment and prevention)(control)] of ticks, (and) fleas (,and lice) 

Flea Claims - Dogs 
• (Rapidly/Quickly]) Kills fleas on dogs within [24] hours and continues to prevent 

infestations for 8 months 
• Kills and repels fleas before they lay eggs 
• Reinfesting fleas are killed within 2 hours with protection against further flea infestation 

lasting 8 months 
• Seresto aids in control of flea larvae in the dog's surroundings following contact with a 

[(Seresto)(PNR 1427 Insecticide) ]-treated dog. 
• Aids in the control of flea larvae in the dog's immediate surroundings 
• Protects your (dog)(and/or)(puppy) from fleas (for 8 months) 
• For the treatment and prevention of flea infestations [ on your dog ( and in your dog's 

immediate surroundings)] 
• One treatment prevents further flea infestations ( on do gs) for 8 months 
• Controls existing flea infestations by killing adult fleas 
• Prevents reinfestations by killing adult fleas before they lay eggs 
• Prevents fleas on treated dogs from infesting (reinfesting) your home 
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• Treatment with [(PNR 1427)(brand name)(this product)(the collar)] kills fleas and may 
reduce the incidence of [flea allergy dermatitis (FAD)][flea bite hypersensitivity 
(FBH)][flea bite dermatitis (FBD)] 

• For prevention and treatment of flea infestation(s) for 8 months 
• [8-month] prevention and treatment of cat fleas (Ctenocephalidesfelis), dog fleas 

(Ctenocephalides canis) and human fleas (Pulex irritans) on dogs 
• Kills cat fleas (Ctenocephalidesfelis,) dog fleas (Ctenocephalides canis) and human 

fleas (Pulex irritans) on dogs 
• Treatment with [(PNR 1427)(brand name)(this product)(the collar)] kills fleas that may 

vector tapeworm infections (Dipylidium caninum), Bartonellosis (Bartonella vinsonii, 
Bartonella spp. ), and Rickettsiosis (Rickettsia felis) [, which are types of (canine) vector 
borne diseases] 

• Efficacy against fleas that may vector tapeworm infections (Dipylidium caninum ), 
Bartonellosis (Bartonella vinsonii, Bartonella spp.), and Rickettsiosis (Rickettsiafelis) 
[, which are types of (canine) vector borne diseases] 

• Stops fleas from feeding by (their) paralysis and death 
• Kills fleas that may cause anemia in dogs 

Flea & Tick Claims - Dogs 
• REPELS AND kills fleas and ticks and kills lice on dogs and puppies 7 weeks of age 

and older and above 18 lbs. (8kg) 
• REPELS AND kills fleas and ticks and kills lice on dogs and puppies 7 weeks of age 

and older and up to 18 lbs. (8kg) 
• REPELS AND kills fleas and ticks and kills lice on dogs 
• REPELS AND kills fleas and ticks 

Lice & Other Efficacy Claims - Dogs 
• Kills [(biting) (chewing)] lice 
• For treatment and prevention of [(biting) (chewing)] lice (infestations) 
• Controls existing [(biting) (chewing)] lice infestations 
• Treats, prevents and controls [(biting) (chewing)] lice (infestations) 
• Provides effective control of [(biting) (chewing)] lice (infestations) 
• Kills [(biting) (chewing)] lice and prevents further infestations 
• For treatment and prevention of infestations of [ (biting) (chewing)] li,;e 
• Aids in the treatment (and control) of Sarcoptic mange on dogs 

Optional/Alternative Marketing Claims - Cats 
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General Claims - Cats 
• Two active [(substances)(ingredients)] provide dual action against ticks and fleas (on 

cats) 
• For use on cats and kittens 10 weeks of age and older 
• [Effective][Long-lasting] [ protection] for 8 months 
• Tick, ( and) flea (prevention)( control)( and) treatment for kittens 10 weeks of age or older 
• Tick and flea treatment for cats and kittens 10 weeks of age and older 
• [(PNR 1427)(Brand name) (The collar)(This product)] is indicated for the prevention 

and treatment of ticks and fleas on cats and kittens (10 weeks of age and older) 
• Kills (and repels) ticks and kills fleas (for 8 months) 
• (Reliable) (8-month) protection against ticks and fleas [ on cats ( and kittens)] 
• [Dual] [2-way] protection against ticks and fleas 
• For external use on cats 
• For cats and kittens 
• Fully effective within 48 hours after initial application of collar 

Tick Claims - Cats 
• Repels and kills ticks, including [(Deer)(Black-legged)l ticks, (Ixodes scapularis) 

(vector of Lyme disease and anaplasmosis), American dog ticks (Dermacentor 
variabilis) (vector of Rocky Mountain spotted fever, cytauxzoonosis, and ehrlichiosis), 
Brown dog ticks, (Rhipicephalus sanguineus) (vector of ehrlichiosis, anaplasmosis, 
babesiosis, and Rocky Mountain spotted fever), and Lone Star ticks (Amblyomma 
americanum) (vector of cytauxzoonosis and ehrlichiosis) (for 8 months) 

• Treatment with [(PNR 1427)(brand name)(this product)(the collar)] kills ticks that may 
vector Anaplasmosis (Anaplasma phagocytophilium), Babesiosis (Babesia canis, 
B.spp. ), Borreliosis (Borrelia burgdorferi), Ehrlichiosis (Ehrlichia canis, E. spp. ), 
Cytauxzoonosis ( Cytauxzoon felis ), and Rickettsiosis (Rickettsia rickettsii) [, which are 
types of ( cat) vector borne diseases] 

• Efficacy against ticks (by repelling and killing) that may vector Anaplasmosis 
(Anaplasma phagocytophilium), Babesiosis (Babesia canis, B. spp.), Borreliosis 
(Borrelia burgdorferi), Ehrlichiosis (Ehrlichia canis, E. spp.), Cytauxzoonosis 
(Cytauxzoonfelis), and Rickettsiosis (Rickettsia rickettsii) [,which are types of (cat) 
vector borne diseases] 

• Kills [(Deer)(Black-legged)] ticks(, which may vector Lyme disease~. 
• Kills American dog ticks(, which may vector Rocky Mountain spotted fever) 
• Kills all (life) (blood feeding) stages of ticks 
• Kills tick adults, larvae, and nymphs 
• Kills ticks within 48 hours of (intitial) application 
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• Prevents tick infestations within 48 hours after (initial) application 
• [(Kills)(Repels)] ticks in 6 hours after (initial) efficacy has been obtained 
• Re-infesting ticks are [(repelled)(killed)(repelled and/or killed)] as quickly as 6 hours 
• Protects against all types of ticks ( attacking cats) 
• Protects your (cat)(and/or)(kitten) from all types of ticks (for 8 months) 
• Easy, effective [(treatment and prevention)(control)] of ticks and fleas 

Flea Claims - Cats 
• (Rapidly/Quickly) Kills fleas on cats within [24] hours and continues to prevent 

infestations (for 8 months) 
• Kills and repels fleas before they lay eggs 
• Reinfesting fleas are killed within 2 hours with protection against further flea infestation 

(lasting 8 months) 
• Seresto aids in control of flea larvae in the cat's surroundings following contact with a 

[(Seresto)(PNR 1427 Insecticide) (brand name)]-treated cat. 
• Aids in the control of flea larvae in the cat's immediate surroundings 
• Protects your ( cat)(and/or)(kitten) from fleas (for 8 months) 
• For the treatment and prevention of flea infestations on your cat (and in your cat's 

immediate surroundings) 
• Oiie treatment prevents further flea infestations (for 8 months) 
• Controls existing flea infestations by killing adult fleas 
• Prevents reinfestations by killing adult fleas before they lay eggs 
• Treatment with [(PNR 1427)(brand name)(the collar)(this product)] kills fleas and may 

reduce the incidence of [flea allergy dermatitis (FAD)][flea bite hypersensitivity 
(FBH)][flea bite dermatitis (FBD)] 

• For prevention and treatment of flea infestation(s) for 8 months 
• [8-month] prevention and treatment of cat fleas ( Ctenocephalides felis), dog fleas 

(Ctenocephalides canis) and human fleas (Pulex irritans) on cats 
• Treatment with [(PNR 1427)(brand name) (the collar)(this product)] kills fleas that may 

vector Bartonellosis (Bartonella henselae), tapeworm infections (Dipylidium caninum), 
Feline infectious anemia (Mycoplasma spp.), and Rickettsiosis (Rickettsiafelis) 

• Efficacy against fleas that may vector Bartonellosis (Bartonella henselae), tapeworm 
infections (Dipylidium caninum), Feline infectious anemia (Mycoplasmn spp.), aad 
Rickettsiosis (Rickettsia felis) 

• Stops fleas from feeding by (their) paralysis and death 
• Kills fleas that may cause anemia in cats 
Flea & Tick Claims - Cats 
• REPELS AND kills fleas and ticks on cats and kittens 10 weeks of a6e nu older 
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• REPELS AND kills fleas and ticks 

Optional/ Alternative Marketing Claims - General 
• Protects against ticks and fleas for 8 months 
• (8-month) [(protector band)(pet collar)( collar)] 
• [(Kills)(Protects)] against ticks and fleas for 8 months 
• (Make sure to) replace (the) collar after 8 months [for year-round tick and flea 

( contro !)(prevention)] 
• Remains effective after bathing or swimming 
• Remains effective following shampooing, swimming or after rain 
• [(Wetness)(Moisture)] does not reduce the collar's effectiveness 
• No need to remove (the) collar while bathing pet 
• No need to remove collar when (your) pet goes swimming or [(gets bathed)(bathing)J 
• [(Seresto)(PNR 1427 Insecticide) (Brand name) (This product)(The collar)] is [(water 

resistant)(waterproof)] and remains effective following a shampoo treatment, swimming 
or after exposure to rain or sunlight. Under normal conditions, effectiveness lasts for 8 
months. In order to maintain an eight-month duration, dogs must not be bathed more 
than once per month. For dogs that swim once a month or more, the control duration is 
reduced to 5 months for fleas and 7 months for ticks. 

• Fragrance-free 
• Odorless 
• No (noticeable) odor 
• Non-greasy 
• Easy to use 
• (Easy)(convenient)(to use)(to apply) 
• [(Graphite )(Gray)][Red][Yellow ][( collar)( color)] 
• (Adjustable)( convenient)( easy-to-apply) collar 
• (Light) reflectors for added visibility (in the evening and at night) 
• (Three) (3) (visibility) reflector clips (included)(for added pet visibility) 
• (Snap-on) reflectors (included) for added (night-time)(pet)(visibility) 
• One collar per animal (to be fastened around the neck) 
• Contains one collar 
• Sustained release technology for long-lasting flea and tick control for 8 mo'J.ths 
• [(Patented)(Bayer)(technology) (polymer)(matrix)(system)] ensures tnat both active 

[(substances)(ingredients)] are (slowly) (and continuously) released (in lov. 
concentrations). 

• (Patented) (Bayer) (Polymer) Matrix: [(effective)(dependable)(long-las1ing)] (flea and 
tick) control (for 8 months) 
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• [(Sustained)(Slow)(Steady)(Continuous)] [(release)(distribution)] technology ensures 
that both active [(substances)(ingredients)] are (slowly) (and continuously) released (in 
low concentrations). 

• [(Sustained)(Slow)(Steady)(Continuous)] [(release)(distribution)] technology: 
[(effective)(dependable)(long-lasting)] (flea and tick) control (for 8 months) 

• (Depot effect:) [Active (substances)(ingredients)] stored inside the polymer matrix and 
gradually released over time] 

• [(Continuous)(Even distribution)(Steady)] release) of active [(substances)(ingredients)] 
(over 8 months) 

• (Continuous) flea and tick protection (over 8 months) 
• Contains [(Patented)(Bayer) (polymer)(matrix)(system)] 
• Contains [ ( sustained)( slow)( steady)( continuous)] [(release)( distribution)] technology 
• No activation needed 
• Use[(this)(attached)(included)] calendar sticker to remind you when your 

[( dog)( cat)(pet)] is due for its next application. 
• [(Sustained)(Slow)(Steady)(Continuous)] [(release)(distribution)] technology for 

[(effective)(dependable)(long-lasting)] (flea and tick) control (for 8 months) 

Optional/ Alternative Marketing Claims - Combined label for 
small collar for use on small dogs and cats 

• For external use on small dogs and cats only 
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
WASHINGTON. DC. 20460 

OFFICE OF 
PREVENTION, PESTICIDES AND 

TOXIC SUBSTANCES 

April 3, 2014 

Mr. J. Todd Frank 
Bayer H~althCare LLC 
Animal Health Division 
P.O. Box 390 
Shawnee Mission, KS 66201-0390 

Subject: Notification - Revised Marketing Claims 
PRN 1427 Insecticide 

Dear Mr. Frank: 

EPA Registration Number: 11556-155 
Date of Submission: February 20, 2014 

The Agency is in receipt of your Application for Pesticide Notification under Pesticide 
Registration Notice (PRN) 98-10 dated February 20, 2014 for the product PRN 1427 Insecticide. 
The Registration Division (RD) has conducted a review of this request for its applicability under 
PRN 98-10 and finds that the action(s) requested does not clearly fall within the scope of PRN 
98-10. 

Please be advised that PRNs are provided as guidance; they are not considered regulation 
by the Agency. Therefore, the RD reserves the right to make the above determination and 
concludes that this action must be process as an amendment. This request has been transferred to 
an amendment and our records have been updated accordingly. 

If you have any questions, please call Be Wanda Alexander at 703-305-7460 or e-mail 
alexander.bewanda@epa.gov. 

~~~~ 
Richard Gebken · 
Product Manager IO 
Insecticide Branch 
Registration Division (7505P) 

50 



Via Federal Express 

February 20, 2014 

Document Processing Desk (NOTIF) 
Office of Pesticide Programs (7504P) 
U.S. Enviromnental Protection Agency 
Room S-4900, One Potomac Yard 
2777 South Crystal Drive 
Arlington, VA 22202-4501 

Attention: Mr. Richard Gebken/PM 10 

Subject: Revise optional text 

• PNR 1427 Insecticide (EPA Reg. No. 11556-155) 

Dear Mr. Gebken: 

Please find the enclosed Applicatiwor Pesticide Notification. Included is one 
copy of the highlighted label, and co~ of the unhighlighted labels for the 
subject product. 

As allowed by PR Notice 98-10 Bayer HealthCare LLC Animal Health is 
revising claim statements. No new claims are made. 

"This notification is consistent with the provisions of PR Notice 98-10 and EPA 
regulations at 40 CFR 152.46, and no other changes have been made to the labeling 
or the confidential statement of formula of this product. I understand that it is a 
violation of 18 U.S.C. Sec. 1001 to willfully make any false statement to EPA. I 
further understand that if this notification is not consistent with the terms of PR 
Notice 98-10 and 40 CFR 152.46, this product may be in violation ofFIFRA and I 
may be subject to enforcement action and penalties under sections 12 and 14 of 
FIFRA." 

If you have any questions, please do not hesitate to call (913) 268-2585. 

Sincerely, 

9,.,,., ex,~ r N,vlV
J. Todd Frank 
Regulatory Affairs Consultant 
todd.frank@bayer.com 

Enclosures: 
1) PNR 1427 Insecticide - Application w/att. 
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""'••• nu,d ln11trucdoM on -n• h•fo,. ~ t121 '"!1!1.· Eom, Aeersive, v18 No. 2070-0060 
1Dtliiffl~ i1 

United State. ~ Registration 
OPP Identifier Number 

&EPA Environmental Protection Agency Amendment 
Washington, DC 20460 Other 

Application for Pesticide - Section I 
1. Company/Product Number 2. EPA Product Manager 3. Proposed Classification 
11556-155 Richard Geb ken 

0None D Restricted 
4. Company/Product (Name) PM# 

PNR 14 271nsecticide Tea m Number 10 

5. Name and AddraH of Applicant (Include ZIP Code/ 6. Expedited Review. In accordance with FIFRA Section 3(c){3) 

Bayer HealthCare LLC, An im al Health Division lblfi), my product is similar or identical in comPosition and labeling 

P.O. Box 390 to: 

Shawnee Missio n, KS 66201 -0390 D EPA Reg. No. 

□ Check if this is • new address Product Name 

Section - II 

□ Amendment• Explain below. □ Final printed label• in rHponee to 
Agency letter dated 

□ Resubmission in raeponea to Agoncy latter dated □ •1111e Too• Application. 

~ Notification· Explain below. □ Other• Expleln below. 

Explanation: U•• additional page(s l if naceaeary. (For eactlon I and Section II.) 

Notificat ion per PR Notice 98-10: 
Addition of o p t ional t ext. 

E-mail Contact : todd .frank@bayer.com 

Section - Ill 
1. Material Thie Produ01 WIii Be Packaged In: 

Child-Resistant Packaging Unit Packaging Water Soluble Packaging 2. Type of Container 

BY••· av .. B Yae §~·-No No No 
Pla•tic 
Gia•• 

• Certification must 11 ·v .. • No. per 1t ·ves• No. per Peper 
Unit Packaging wgt. container Package wgt container Other CSpecify) 

bo submitted 
I 

3. Location of Nat Contante Information 4. Size(s) Retail Container 5. Location of Label Directions a OnLabal D Label D Container On Labelirr re-: >mpen-,.ing produot --
6. Manner in Which Label ia Atftxed to Product - Lithograph □ Other ----- Paper ~uad 

Stenci ad 

Section - IV 
1. Contact Point (Comp/et• i tems directly below for identification of ind'widulll to be contacted, if necessary, to procr.-, .. !!!? application./ 

Name Title Telephone No. (1ncluoa Area Code) 
Reg. Affairs Consultant J. Tod d Frank 913-268-2585 

Certification 
I certify that the atatamenta I have made on this form and all anachmants thereto are true, accurate and complete. 
I acknowledge that anv knowincilv false or misleading statement may be punishable by fine or imprisoM1ant or 
both under applicable t.w. 

2 . Signature 3 . rrt1a 

q:~(~ Regulatory Affairs Consu ltant 

4 . Typed Name 5 . Date 

J. Todd Fra nk 02/20/201 4 

EPA Form 8570-1 (Rav. 8-94) Previous edition, are obsolete. White· EPA~ Copy larlglnall 

-
S. Oa•~ Arplication 

Racaivod 

(Stamped) 

YaUow • AppllC.rlt Copy 

52 



UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
WASHINGTON, D.C. 20460 

OFFICE OF CH EMICAL SAFETY 
AND POLLUTION PREVENTION 

December 17, 2013 

Mr. Douglas A. Spilker, Ph.D. 
Bayer Healthcare LLC 
Animal Health Division 
P.O. Box 390 
Shawnee Mission, KS 66201 -0390 

Subject: Amendment: Rebuttal to Efficacy Review. 
PNR 1427 Insecticide 
EPA Reg. No. 11 556-155 
Your Submission Dated July 3, 2013 

Dear Mr. Spilker: 

The labeling referred to above, submitted in connection with registration under the Federal 
Insecticide, Fungicide and Rodenticide Act (FIFRA), as amended, is acceptable. A stamped copy 
of the label is enclosed for your records. 

If you have any questions regarding this action, please contact Be Wanda Alexander at 
Alexander.bewanda@epa.gov or (703) 305-7460. 

Enclosure 

~,inc~rely, ,1 r ,,,.., 
~~)-~}i_~,tl. t(C({l_ UJi{ja ;{[~}_; !rfi/'L) 

Richard Gebken 
Product Manager Team 10 
Insecticide Branch 
Registration Division (7505P) 
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Reason To Issue: Propose revision of claims and other minor label Date: 05/29/13 
additions. Supersedes: 02/14/13, 

and 03/12/12 
___________________________________________________________________________________________ Page 1 of _ 15 ____________ _ 

Note to Reviewer: Brackets [ ] and parentheses ( ) denote optional language 

PNRl 427 Insecticide 
Alternate Brand Names: Seresto Small Dog; Seresto Large Dog; Seresto Cat 

Optional Language for Small Collar 
[For 8-month prevention and treatment of ticks, fleas, and lice on (small) dogs and 

puppies 7 weeks of age and older and up to [(18 lbs.)(8 kg)] [body weight]] 
-or-

[For 8-month prevention and treatment of ticks and fleas on cats and kittens 10 weeks of age 
and older] 

-or-

IL> :g I j~IL) 8 
"O c., 
-;:I J 

i I & i-.Q 

i!J,§ rp 
il~ ·-:-

[For 8-month prevention and treatment of ticks, fleas, and lice on (small) dogs and 
puppies 7 weeks of age and older and up to [(18 lbs.)(8 kg)] [body weight]] [and/or] 

revention and treatment of ticks and fleas on cats and kittens 10 weeks of age and older] 

r:. ·i i ~~ 1~ Optional Language for Large Collar: 
~Q~lix C "Q-;i: 

::i& ~&!t [For 8-month prevention and treatment of ticks, fleas and lice for 8 months on (large) 
dogs and puppies 7 weeks of age and older and above [(18 lbs.)(8 kg)] [body weight] ] 

• [Selected optional label claims bulleted here from pages 9 to 15] 

ACTIVE INGREDIENTS: 
Flumethrin * ....................................................... . 
Imidacloprid .................................................. , 
OTHER INGREDIENTS ........................................... . 
Total ............................................................. . 

4.'5% 
10.0% 
&5.';% 
100% ------

*Trans Z-1/trans Z-2 ratio: max 66% trans Z-1 and min 34% trans Z-2 

Net Contents: (X) Collar (s)-XX oz. (XX grams) 
EPA Reg. No.11556-155 I EPA Est. No.11556-TBD L__ _____ __,_.,__ ________ ___._ _____________ ---
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Reason To Issue: Propose revision of claims and other minor label 
additions. 

Date: 05/29/13 
Supersedes: 02/14/13, 
and 03/12/12 

___________________________________________________________________________________________ Page 2 of _1 5 ____________ _ 

Manufactured For 

Bayer HealthCare LLC 
Animal Health Division 

P.O. Box 390 
Shawnee Mission, Kansas 66201 USA 

Made in Germany 

READ THE ENTIRE LABEL BEFORE USE 

[For small collar: USE ON [(DOGS)(CATS)]] 
-or-

[For small collar: USE ON SMALL DOGS and CATS] 
-or-

[For large collar: USE ONLY ON DOGS] 

DO NOT OPEN UNTIL READY TO USE 
DO NOT LET CHILDREN PLAY WITH THIS COLLAR [OR REFLECTORS] 

KEEP OUT OF REACH OF CHILDREN 
[CHOKING HAZARD - CONTAINS SMALL PARTS] 

See [(back panel)(insert)] for Directions for Use. 

HOT LINE NUMBER 
Have the product container or label with you when calling a poison contrc,l cemer or -iocto..-, 
or going for treatment. 

• For CONSUMER QUESTIONS, call 1-800-255-6826. 
• For medical emergencies involving HUMANS, call 1-800-422-9874. 
• For medical emergencies involving ANIMALS, call 1-800-422-9874. 
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Reason To Issue: Propose revision of claims and other minor label 
additions. 

Date: 05/29/ 13 
Supersedes: 02/14/13, 
and 03/12/12 

··· ·· ··· ·· · ·· · ··· · ····-··· ······ · ·· ······· ·· ······ · ··· ······· ·· · · ···· · ·· ·· · ····· ·· · ·· · ···· ·Page 3 of _15 · ··· ·· ·· ·- · ·· 

DIRECTIONS FOR USE 

It is a violation of Federal Law to use this product in a manner inconsistent with its labeling. 
Do not contaminate feed or food. 

HOW TO APPLY 

One collar per animal to be fastened around the neck. 

Remove collar from protective bag directly before use. Unroll collar and make sure that there 
are no remnants from the plastic connectors inside the collar. Insert end of the collar through 
the buckle. Adjust the collar around the animal's neck without tightening it too tight or 
leaving it too loose. As a guide, it should be possible to only insert 2 fingers comfortably 
between the collar and the neck. Pull excess collar through the loop(s). Collar length of 
greater than (1/one/an) inch (2 cm) beyond the loop(s) should be cut off unless it is on a 
growing [(puppy)(kitten)], where some additional length may be needed for adjustment as 
the animal grows. 

[After application of the collar, three reflector clips may be fixed pennanently to the collar to 
increase the animal's visibility in the dark. Take the clips out of the bag. The clips should be 
evenly distributed on the non-overlapping part of the collar. The clips are correctly applied 
when a clicking sound is heard. For safety reasons once the reflectors are fixed to the collar 
the clasp closes permanently and cannot be re-opened.] 

Optional Visuals: 

Dog 
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- or -

Cat 

The collar should be worn continuously for the 8 month protection period. Check 
periodically and adjust fit if necessary, especially when [(puppies)(kittens)] are rapidly 
growmg. 

This collar is designed with a release[(system)(mechanism)]. In the unlikely event of a 
[(dog)(cat)(pet)] being trapped, the [(dog's)(cat's)(pet's)] own strength is sufficient to widen 
the collar to allow for quick release. 

Replace the collar after 8 months for (optimal) (continuous) flea and tick protection. 

PRODUCT INFORMATION 

Kills fleas which may cause flea allergy dermatitis (FAD) or flea bite hypersensitivity (FBH). 

[(PNR 1427 Insecticide)(Brandname)(This product)(The collar)] kills existing :Cc:::[; on 
[(dogs)(cats)] within 24 hours. Reinfesting fleas are killed within 2 hours with p1\.h<'ction 
against further flea infestation lasting eight (8) months. Pre-existing pupae in the 
environment may continue to emerge for six (6) weeks or longer dependi11g tipon the diT_atic 
conditions. 

Seresto aids in control of flea larvae in the [(dog's)(cat's)] surroundings :::oll0wing contact 
with a [(Seresto)(PNR 1427 Insecticide) treated [(dog)(cat)]. 
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Ticks already on the [(dog)(cat)] prior to treatment may not be killed immediately after collar 
application and may remain attached and visible. At the time of application remove ticks 
~ 1-r.,g::!:-l"!: nr: th,g. f { :lnn \f:~::::t\ 1 Th;;; 1-~?,,g"'ir9nt1:-';t': r,:F -inf',;;;,Dts:;t-inn;::i "!21-ith n,g,"!:u t-ir.L-c cf,a-;-,+c ·u!1th-in A.2 
Uc.i.i.,._UUJ V.i.i. i.-.i.1.,_.. i_\UVE:,J\...,.,U..L/j• .i..il...-' p;.,;,,,.:7w·.1..H..-.i.V.i..i. V..i.. .i..i..i..i.V..,.,,.:n .. 1, ... H,.i.'V.i..i.o..7 'i'"i'.i.1.,.l.l .l..i....,i'"f 1,.1.-....,.1.;._..:, t,Jt,U.l.\.·tJ 'i'T.i.i.-.i..1..1..i..i. IV 

hours after application of the collar. 

Re-infesting ticks are [(repelled)(killed)(repelled and/or killed)] as quickly as 6 hours. 

(Kills lice on dogs.) 
Aids in the treatment (and control) of Sarcoptic mange on dogs. 

[(Seresto) (PNR 1427 Insecticide) (This product)(The collar)] is [(water resistant) 
(waterproof)] and remains effective following a shampoo treatment, swimming or after 
exposure to rain or sunlight. Under normal conditions, effectiveness lasts for 8 months. In 
order to maintain an eight-month duration, dogs must not be bathed more than once per 
month. For dogs that swim once a month or more, the control duration is reduced to 5 months 
for flea control and reduced to 7 months for tick control. 

Occasionally scratching may be observed in animals that are not used to wearing collars 
during the first few days after fitting. Ensure that the collar is not fitted too tightly. Slight hair 
loss and mild skin reactions due to the mechanical irritation of the collar may occur at the 
application site which usually recover within 1 or 2 weeks without the need for collar 
removal. For further guidance regarding individual animal sensitivities, see information 
below. 

In case of loss of collar, a new collar may be applied immediately. Do not attach a leash to 
the collar as this may cause breakage. 

Keep the collar in the bag and in the outer packaging until use. As with any pesticide 
product, do not allow small children to play with the collar ( or reflectors,) or to put them into 
their mouths. Avoid contact with eyes, skin or clothing. Wash thoroughly with soap and cold 
water after fitting the collar. People with sensitivity reactions to the ingredients of the co~lar 
should avoid contact with the collar. [Choking hazard. Contains small r;&r.s :i. Do not place 
collar [ or reflectors] in mouth. Not intended for use on humans. 

For external use on [(dogs)(and)(cats)] only. Do not use on other an,1.1al:-i. [(Do not use 
on puppies under seven weeks of age.)(Do not use on kittens under ten (10) weeks o::: lif,t.)] 
Do not get this product in [(dog's)(cat's)] eyes or mouth. As with any product, consdt ycur 
veterinarian before using this product on debilitated, aged, breeding, pregnant, or uun,iog 
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animals. Individual sensitivities, while rare, may occur after using ANY pesticide product 
for pets. Rarely, mild application site reactions may occur, such as scratching, redness and 
hair loss, \-~vJ1ich 11sually reccrver \:i1itl1in 1 to 2 \Veek:s \-~vithout the need for collar ren1oval. In 
some cases, a temporary collar removal and bathing may be recommended until symptoms 
have disappeared. In very rare cases, application site reactions such as dermatitis, 
inflammation, eczema or lesions may occur. In these instances, collar removal is 
recommended. If signs persist, or become more severe, consult a veterinarian immediately. 
If your animal is on medication, consult your veterinarian before using this or any other 
product. If your [(dog)(or)(cat)] is experiencing an adverse event, contact your veterinarian 
and, call 1-800-422-9874. 

The patented [(sustained)(slow)(steady)(continuous)][(release)(distribution)] technology 
ensures that both active [(substances) (ingredients)] are slowly and continuously released in 
low concentrations from the collar towards the animal. This avoids peak concentrations and 
ensures that concentrations of both active [(substances)(ingredients)] are present in the 
[(cat's)(and/or)(dog's)] haircoat during the entire [(protection)(efficacy)] period. The active 
[(substances)(ingredients)] spread from the site of direct contact over the skin surface. 

[INSERT DIAGRAM THAT DEPICTS RELEASE FROM MATRIX.] 

STORAGE AND DISPOSAL 

Do not contaminate water, food or feed by storage or disposal. 
Do not use container for food storage or other purposes. 
Pesticide Storage: Store in original unopened container in a cool, dry place that is 
inaccessible to children. 
Container Disposal: Dispose of pouch and expired collar in trash. Outer container may be 
recycled or disposed of in trash. 

LIMITED WARRANTY AND LIMITATION OF DAMAGES 

Bayer HealthCare LLC, Animal Health Division, warrants that this material confon11-; t0 che 
chemical description on the label. TO THE EXTENT CONSISTENT WIT f! APPLICABLE 
LAW, BA YER MAKES NO OTHER EXPRESS OR IMPLIED WARRANTY, 
INCLUDING ANY OTHER EXPRESS OR IMPLIED WARRANTY OF FITNESS OR 
MERCHANT ABILITY, and no agent of Bayer is authorized to do so except in writiP.g with a 
specific reference to this warranty. To the extent consistent with applicable law any damates 
arising from a breach of this warranty shall be limited to direct damages and shall not mclude 
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consequential commercial damages such as loss of profits or values, etc. [The reflector clips 
contained herein are only meant to be used in combination with the specific collar and have 
been tested only for such use and purpose. To th.e extent consistent \-~vith applicable laiv, 
Bayer excludes liability for any misuse and use other than in combination with the specific 
collar as described in the packaging insert.] 
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Pouch Label 
[(PNR 1427 Insecticide)(Brand name)] 

4.5% flumethrin 

10.0% imidacloprid 

Do not let children play with this collar (or reflectors). 
FOR USE ON (CATS)(DOGS)(CATS & DOGS) 

See ( outer container/leaflet/insert) for complete label information. 
Do not open until ready to use. 

BA YER HealthCare LLC, Animal Health Division 

EPA Reg. No. 11556-155 
EPA Est. No. 11556-TBD 

Lot No. 0000000 

Calendar Reminder Sticker 

Use[(this)(attached)(included)] calendar sticker to remind you when your 
[(dog)(cat)(pet)] is due for its next application. 

[(PNR 1427 Insecticide)(Brand name)] 
Make sure to replace collar 

after 8 months 

/r.!.obius Loop on outer container 
Fe 

Package 
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Note to Reviewer: Brackets [ ] and parentheses ( ) denote optional language 

~ __ ,;.• ____ "'!!.::\ '!!_,;. _______ ,;.• ___ 1!!./!!: ___ l! ___ .tc• ___ ~ ... _.____ -----

VJJUUIHU/1-\.llt:lllauvt: 1na1K.t:011g \....,Ial111~ - uug~ 

General Claims - Dogs 
• Two active [(substances)(ingredients)] provide dual action against ticks, fleas, and lice 

(on dogs) 
• For use on dogs and puppies 7 weeks of age and older 
• Tick, ( and) flea ( and lice) (prevention)( control)( and) treatment for dogs 7 weeks of age 

or older 
• [(PNR 1427)(Brand name)(This product)] is indicated for the prevention and treatment 

of ticks, fleas and lice on dogs and puppies (7 weeks of age and older) 
• [Effective][Long-lasting] [protection] against ticks and fleas for 8 months 
• [Effective][Long-lasting] [protection] against ticks, fleas and lice for 8 months 
• Kills (and repels) ticks, (and) kills fleas (for 8 months) 
• Reliable 8-month protection against ticks, and fleas on dogs (and puppies) 
• Reliable 8-month protection against ticks, fleas and lice on dogs (and puppies) 
• [3-way] protection against fleas, ticks and lice 
• 8-month protection against ticks and fleas 
• 8-month protection against ticks, fleas and lice 
• For (small) dogs up to [(18 lbs.)(8 kg)] [body weight] 
• For (large) dogs above [(18 lbs.)(8 kg)] [body weight] 
• For external use on dogs 
• For [(small dogs and puppies)(large dogs)] 
• Fully effective within 48 hours after initial application of collar 

Tick Claims - Dogs 
• Repels and kills ticks for 8 months , including [(Deer)(Black-legged)] ticks, (Ixoda: 

scapularis) (vector of Lyme disease and anaplasmosis), American dog ticks, 
(Dermacentor variabilis) (vector of Rocky Mountain spotted fever and ehrlichiosis), 
Brown dog ticks, (Rhipicephalus sanguineus) (vector of ehrlichiosis, anL.plasmosi~, 
bartonellosis, babesiosis, canine hemoplasmosis, and Rocky Mountair spci'.:ted fe,,cr), 
and Lone Star ticks (Amblyomma americanum) (vector of ehrlichiosis) 

• Treatment with [(PNR 1427)(brand name)(this product)(the collar)] kiHs ti~ks that may 
vector Anaplasmosis (Anaplasma phagocytophilium ), Bartonellosis (Bartone/la ·_1inscnii, 
Bartonella spp.), Babesiosis (Babesia canis, B. gibsoni), Borreliosis (Borrelia 
burgdorferi), canine hemoplasmosis (Mycoplasma haemocanis), Ehrlichiosis (Ef:rlich:a 
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canis, E. chaffeensis, E. ewingii), Hepatozoonosis (Hepatozoon canis and H 
americanum ), and Rickettsiosis (Rickettsia rickettsii) [, which are types of (canine) 
vector borne diseases] 

• Efficacy against ticks (by repelling and killing) that may vector Anaplasmosis 
(Anaplasma phagocytophilium), Bartonellosis (Bartonella vinsonii, Bartonella spp.), 
Babesiosis (Babesia canis, B. gibsoni), Borreliosis (Borrelia burgdorferi), canine 
hemoplasmosis (Mycoplasma haemocanis), Ehrlichiosis (Ehrlichia canis. E. chajfeensis, 
and E. ewingii), Hepatozoonosis (Hepatozoon canis and H americanum), and 
Rickettsiosis (Rickettsia rickettsii) [,which are types of (canine) vector borne diseases] 

• Kills [(Deer)(Black-legged)] ticks(, which may carry Lyme disease and Anaplasmosis) 
• Kills American dog ticks (, which may vector Rocky Mountain spotted fever and 

Ehrlichiosis) 
• Kills all [ (life )(blood feeding)] stages of ticks 
• Kills tick adults, larvae, and nymphs 
• Kills ticks within 48 hours of (initial) application 
• Prevents tick infestations within 48 hours after (initial) application 
• [(Kills)(Repels)] ticks in 6 hours after (initial) efficacy has been obtained 
• Re-infesting ticks are [(repelled)(kilied)(repelled and/or kilied)] as quickiy as 6 hours 
• Protects against all types of ticks (attacking dogs) 
• Protects your (dog)(and/or)(puppy) from all types of ticks (for 8 months) 
• Easy, effective [(treatment and prevention)(control)] of ticks, (and) fleas (,and lice) 

Flea Claims - Dogs 
• (Rapidly/Quickly]) Kills fleas on dogs within [24) hours and continues to prevent 

infestations for 8 months 
• Kills and repels fleas before they lay eggs 
• Reinfesting fleas are killed within 2 hours with protection against further flea infestation 

lasting 8 months 
• Seresto aids in control of flea larvae in the dog's surroundings following contact with a 

[(Seresto)(PNR 1427 Insecticide) ]-treated dog. 
• Aids in the control of flea larvae in the dog's immediate surrounding::; 
• Protects your (dog)(and/or)(puppy) from fleas (for 8 months) 
• For the treatment and prevention of flea infestations [ on your dog (and in your dog's 

immediate surroundings)] 
• One treatment prevents further flea infestations ( on dogs) for 8 months 
• Controls existing flea infestations by killing adult fleas 
• Prevents reinfestations by killing adult fleas before they lay eggs 
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• Prevents fleas on treated dogs from infesting (reinfesting) your home 
• Treatment with [(PNR 1427)(brand name)(this product)(the collar)] kills fleas and may 

ieliu(;e the lncl<lef;(;e 0f [Dea allergy Jermutltis (F AD)J[fieu tlte hypeiSeiISltlvlty 
(FBH)][flea bite dermatitis (FBD)] 

• For prevention and treatment of flea infestation(s) for 8 months 
• [8-month] prevention and treatment of cat fleas ( Ctenocephalidesfelis), dog fleas 

(Ctenocephalides cants) and human fleas (Pulex irritans) on dogs 
• Kills cat fleas (Ctenocephalidesfelis,) dog fleas (Ctenocephalides canis) and human 

fleas (Pulex irritans) on dogs 
• Treatment with [(PNR 1427)(brand name)(this product)(the collar)] kills fleas that may 

vector tapeworm infections (Dipylidium caninum), Bartonellosis (Bartonella vinsonii, 
Bartonella spp.), and Rickettsiosis (Rickettsiafelis) [,which are types of (canine) vector 
borne diseases] 

• Efficacy against fleas that may vector tapeworm infections (Dipylidium caninum), 
Bartonellosis (Bartone Ila vinsonii, Bartone Ila spp. ), and Rickettsiosis (Rickettsia felts) 
[, which are types of (canine) vector borne diseases] 

• Stops fleas from feeding by (their) paralysis and death 
• Kills fleas that may cause anemia in dogs 

Lice & Other Efficacy Claims - Dogs 
• Kills [(biting) (chewing)] lice 
• For treatment and prevention of [(biting) (chewing)] lice (infestations) 
• Controls existing [(biting) ( chewing)] lice infestations 
• Treats, prevents and controls [(biting) (chewing)] lice (infestations) 
• Provides effective control of [(biting) (chewing)] lice (infestations) 
• Kills [(biting) (chewing)] lice and prevents further infestations 
• For treatment and prevention of infestations of [ (biting) (chewing)] lice 
• Aids in the treatment (and control) of Sarcoptic mange on dogs 

Optional/ Alternative Marketing Claims - Cats 

General Claims - Cats 
• Two active [(substances)(ingredients)] provide dual action against ticks ctlld flea.<s (011 

cats) 
• For use on cats and kittens 10 weeks of age and older 
• [Effective][Long-lasting] [ protection] for 8 months 
• Tick, ( and) flea (prevention)( control)( and) treatment for kittens 10 weeks of age 0r c.,]der 
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• Tick and flea treatment for cats and kittens 10 weeks of age and older 
• [(PNR 1427)(Brand name) (The collar)(This product)] is indicated for the prevention 

____ 1..t. .. __ .._. ___ _ .._ _ _£',,1__~_,: ___ ._1_!_""! ___ -·- __ ,:__ ~ .... ?1-~.:,_,:__. __ /'!A, _____ 1 __ _ .£" ___ ____ 1 _1_1 __ .',. 

i:tliU liCi:tliiiCllL Vi lil,;i\.S i:tliU iiCi:tS Vii l,;i:tLS i:tiiU i\.illCiiS ~IV WCC.t\.S Vi age i:tiiU UiUCij 

• Kills (and repels) ticks and kills fleas (for 8 months) 
• (Reliable) (8-month) protection against ticks and fleas [on cats (and kittens)] 
• [Dual] [2-way] protection against ticks and fleas 
• For external use on cats 
• For cats and kittens 
• Fully effective within 48 hours after initial application of collar 

Tick Claims - Cats 
• Repels and kills ticks, including [(Deer)(Black-legged)] ticks, (Ixodes scapularis) 

(vector of Lyme disease and anaplasmosis), American dog ticks (Dermacentor 
variabilis) (vector of Rocky Mountain spotted fever, cytauxzoonosis, and ehrlichiosis), 
Brown dog ticks, (Rhipicephalus sanguineus) (vector of ehrlichiosis, anaplasmosis, 
babesiosis, and Rocky Mountain spotted fever), and Lone Star ticks (Amblyomma 
americanum) (vector of cytauxzoonosis and ehrlichiosis) (for 8 months) 

• Treatment with [(PNR 1427)(brand name)(this product)(the collar)] kills ticks that may 
vector Anaplasmosis (Anaplasma phagocytophilium), Babesiosis (Babesia canis, 
B.spp. ), Borreliosis (Borrelia burgdorferi), Ehrlichiosis (Ehrlichia canis, E. spp. ), 
Cytauxzoonosis (Cytauxzoonfelis), and Rickettsiosis (Rickettsia rickettsii) [,which are 
types of (cat) vector borne diseases] 

• Efficacy against ticks (by repelling and killing) that may vector Anaplasmosis 
(Anaplasma phagocytophilium), Babesiosis (Babesia canis, B. spp.), Borreliosis 
(Borrelia burgd01feri), Ehrlichiosis (Ehrlichia canis, E. spp. ), Cytauxzoonosis 
(Cytauxzoonfelis), and Rickettsiosis (Rickettsia rickettsii) [,which are types of (cat) 
vector borne diseases] 

• Kills [(Deer)(Black-legged)] ticks(, which may vector Lyme disease) 
• Kills American dog ticks(, which may vector Rocky Mountain spotted fever) 
• Kills all (life) (blood feeding) stages of ticks 
• Kills tick adults, larvae, and nymphs 
• Kills ticks within 48 hours of (intitial) application 
• Prevents tick infestations within 48 hours after (initial) application 
• [(Kills)(Repels)] ticks in 6 hours after (initial) efficacy has been obtairec 
• Re-infesting ticks are [(repelled)(killed)(repelled and/or killed)] as qui~iciy as 6 hours 
• Protects against all types of ticks ( attacking cats) 
• Protects your (cat)(and/or)(kitten) from all types of ticks (for 8 months) 

PNR 1427 Insecticide 052913e.doc 



66

Reason To Issue: Propose revision of claims and other minor label 
additions. 

Date: 05/29/13 
Supersedes: 02/14/13, 
and 03/12/12 

___________________________________________________________________________________________ f ~_g1;:_ JJ _ 9J __ l_? ___________ _ 

• Easy, effective ((treatment and prevention)(control)] of ticks and fleas 

• (Rapidly/Quickly) Kills fleas on cats within (24] hours and continues to prevent 
infestations (for 8 months) 

• Kills and repels fleas before they lay eggs 
• Reinfesting fleas are killed within 2 hours with protection against further flea infestation 

(lasting 8 months) 
• Seresto aids in control of flea larvae in the cat's sunoundings following contact with a 

[(Seresto)(PNR 1427 Insecticide) (brand name)]-treated cat. 
• Aids in the control of flea larvae in the cat's immediate sunoundings 
• Protects your (cat)(and/or)(kitten) from fleas (for 8 months) 
• For the treatment and prevention of flea infestations on your cat (and in your cat's 

immediate sunoundings) 
• One treatment prevents further flea infestations (for 8 months) 
• Controls existing flea infestations by killing adult fleas 
• Prevents reinfestations by killing adult fleas before they lay eggs 
• Treatment with [(PNR 1427)(brand name)(the collar)(this product)] kills fleas and may 

reduce the incidence of [flea allergy dermatitis (FAD)][flea bite hypersensitivity 
(FBH)][flea bite dermatitis (FBD)] 

• For prevention and treatment of flea infestation(s) for 8 months 
• [8-month] prevention and treatment of cat fleas ( Ctenocephalides felis), dog fleas 

(Ctenocephalides canis) and human fleas (Pulex irritans) on cats 
• Treatment with [(PNR 1427)(brand name) (the collar)(this product)] kills fleas that may 

vector Bartonellosis (Bartonella henselae ), tapeworm infections (Dipylidium caninum ), 
Feline infectious anemia (Mycoplasma spp.), and Rickettsiosis (Rickettsiafelis) 

• Efficacy against fleas that may vector Bartonellosis (Bartonella henselae), tapeworm 
infections (Dipylidium caninum), Feline infectious anemia (Mycoplasma spp.), ?nd 
Rickettsiosis (Rickettsia felis) 

• Stops fleas from feeding by (their) paralysis and death 
• Kills fleas that may cause anemia in cats 

Optional/ Alternative Marketing Claims - General 
• Protects against ticks and fleas for 8 months 
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• (8-month) [(protector band)(pet collar)(collar)] 
• [(Kills)(Protects)] against ticks and fleas for 8 months 
• (fvfake sure to) replace (the) collar after 8 1110nths [for year-round tick and flea 

( control)(prevention)] 
• Remains effective after bathing or swimming 
• Remains effective following shampooing, swimming or after rain 
• [(Wetness)(Moisture)] does not reduce the collar's effectiveness 
• No need to remove (the) collar while bathing pet 
• No need to remove collar when (your) pet goes swimming or [(gets bathed)(bathing)] 
• [(Seresto)(PNR 1427 Insecticide) (Brand name) (This product)(The collar)] is [(water 

resistant)(waterproof)] and remains effective following a shampoo treatment, swimming 
or after exposure to rain or sunlight. Under normal conditions, effectiveness lasts for 8 
months. In order to maintain an eight-month duration, dogs must not be bathed more 
than once per month. For dogs that swim once a month or more, the control duration is 
reduced to 5 months for fleas and 7 months for ticks. 

• Fragrance-free 
• Odorless 
• No (noticeable) odor 
• Non-greasy 
• Easy to use 
• (Easy)(convenient)(to use)(to apply) 
• [(Graphite )(Gray)] [Red] [Yellow] [( collar)( color)] 
• (Adjustable)( convenient)( easy-to-apply) collar 
• (Light) reflectors for added visibility (in the evening and at night) 
• (Three) (3) (visibility) reflector clips (included)(for added pet visibility) 
• (Snap-on) reflectors (included) for added (night-time)(pet)(visibility) 
• One collar per animal (to be fastened around the neck) 
• Contains one collar 
• [(Patented)(Bayer)(technology) (polymer)(matrix)(system)] ensures that both act:ve 

[(substances)(ingredients)] are (slowly) (and continuously) released (in low 
concentrations). 

• (Patented) (Bayer) (Polymer) Matrix: [(effective)(dependable)(long-l?s':£l'_g)] (fle~ ar,d 
tick) control (for 8 months) 

• [ (Sustained)(Slow)(Steady )(Continuous)] [(release)( distribution)] techr.olcgy ensur~s 
that both active [(substances)(ingredients)] are (slowly) (and continuously) relea':led (in 
low concentrations). 
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• [(Sustained)(Slow)(Steady)(Continuous)] [(release)( distribution)] technology: 
[(effective)(dependable)(long-lasting)] (flea and tick) control (for 8 months) 

* (Dcf;vt cffo,:;t:) [A,:;tlvc (sutst.:iii,:;cs)(ifii5icJh:;fits)} st0rcJ iiisldc the f;ulyii:,ci iiit=ttilx .:inJ 
gradually released over time] 

• [(Continuous)(Even distribution)(Steady)] release) of active [(substances)(ingredients)] 
( over 8 months) 

• (Continuous) flea and tick protection (over 8 months) 
• Contains [(Patented)(Bayer) (polymer)(matrix)(system)] 
• Contains [(sustained)(slow)(steady)(continuous)] [(release)(distribution)] technology 
• No activation needed 
• Use[(this)(attached)(included)] calendar sticker to remind you when your 

[(dog)(cat)(pet)] is due for its next application. 

Optional/Alternative Marketing Claims - Combined label for 
small collar for use on small dogs and cats 

• For external use on small dogs a11d cats only 
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
WASHINGTON, D.C. 20460 

OFFICE OF 
CHEMICAL SAFETY AND 

POLLUTION PREVENTION 

MEMORANDUM: 

From: Kevin Sweeney, Senior Entomologist 

Date: December 13, 2013 

Subject: PRODUCT PERFORMANCE DATA EVALUATION RECORD 

This amendment did not go to the contractor as it was a rebuttal to previous reviews. 

DP barcode: 413954 
Decision no.: 48065 
Submission no: 937974 
Action code: R340 
Product Name: PNR1427 Insecticide 
EPA Reg. No or File Symbol: 11556-155 
Formulation Type: Impregnated pet collar 
Ingredients statement from the label with PC codes included: 4.5% flumethrin (pc code: 
036007) and 10% imidacloprid (pc code: 129099) 
Application rate(s) of product: one collar per cat or dog 
Use pattern: ectoparasiticide pet collar 
OCSPP/OPPTS Guidelines: OPPTS 810.3300. 

I. Action Requested: Review rebuttal to previous DER by Clayton Myers. Bayer also pointed 
to some other MRIDs. 

II. Background: Registrant makes an argument for adding the 8-month claim for chewing lice 
based on previously reviewed product specific data and the Agency's approach to the 
interpretation of such data for registered Merial products. 

III. Study Review: 

No new studies were submitted. 

1. Eight month lice claim 
For the 8-month lice claim, the registrant referred to data from previously reviewed 
MRID482401 3 in which dogs that were naturally infested with lice were used. Once the 
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infestation was eliminated they would have needed to be reinfested naturally to do a residual 
evaluation. Second, MRID48240136 was referenced where hair from dogs wearing the collars 
for eight months was analyzed for imidacloprid content. The content of imidacloprid was higher 
on the collected hair than on animal dosed with another product containing imidacloprid that 
controlled lice at a lower rate of application. 

2. Speed of kill and repellency of ticks on cats. 

The claims for six-hour speed of tick kill and tick repellency on cats are acceptable. However, 
the efficacy measurements weren't made until the collars were on the cats or dogs for two days. 
If the product begins working at 48 hours then we need to account for that in the label claims or 
directions for use. 

IV. ENTOMOLOGIST'S COMMENTS AND RECOMMENDATIONS: 

1. The label amendment is acceptable. 

2 



Bayer HealthCare 
Animal Health 

Via Federal Express 

July 3, 2013 

Office of Pesticide Programs (7504P) - (REGFEE- R340) 
U.S. Environmental Protection Agency 
Room S-4900, One Potomac Yard 
2777 South Crystal Drive 
Arlington, VA 22202-4501 

Attention: Mr. Richard Gebken/PM 10 
Registration Division (7505P) 

Subject: PNR1427 Insecticide (EPA Reg. No. 11556-155; ABN: Seresto) 
Amendment to revise claims and make other label changes 
(PRIA R340; Amendment requiring data review within RD) 

Dear Mr. Gebken: 

Please find attached revised draft labeling, an application and the 
appropriate attachments to request acceptance of revised labeling for the 
subject product. No additional data are being submitted with this 
application, but we are requesting that the Agency re-review previously 
submitted data that was provided with the original submission that 
supported the initial registration of the product. The details of this request, 
including an outline of the label revisions, are found in the 2-page 
attachment to the application and in the document entitled 
"ATTACHMENT A: Seresto Label Issues." A "red-lined" version of the 
draft label showing the changes is also included. 

If you have any questions, please do not hesitate to call me at 
913-268-275 1. 

Douglas . Spilker. Ph. D. 
Manager, EPA Regulatory Affairs 
Doug.Spilker@Bayer.com 

~~-~· 

! 
1·· ~ 
i B\J.\t~t 
\ ; ~ 

~ . 

Bayer HealthCare LLC 
Animal Health 
P.O. Box 390 
Shawnee Mission, KS 66201-0390 
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Attachments: 
1. Application for Registration, dated 7/3/2013, with 2-page attachment 
2. ATTACHMENT A: Seresto Label Issues 
3. Efficacy Review (Out date 5-9-02) for EPA Reg. No. 65331-5 
4. Product Performance Data Evaluation Record, dated 3/14/2012 (for File 

Symbol 11556-RLL) 

(1 copy) 
6. PNR1427 Insecticide, revised draft labeling, dated 5/29/13 (5 copies) 
7. PAY.GOV PRIA Payment Confirmation 

Gebken PNRl427 AMD 070313.doc 



Alexander, BeWanda 

From: 
Sent: 
To: 
Subject: 

Alexander, BeWanda 
Tuesday, October 22, 2013 2:18 PM 
Alexander, BeWanda 
FW: PRIA Actions Missed due to Shutdown 

Based on the guidance below this action was not renegotiated and the PR.IA date was missed due to the government 
shutdown and its cascading effects of being closed for 16 days. This action is now closed - "date" 

From: Rossi, Lois 
Sent: Tuesday, October 22, 2013 12:34 PM 
To: Kenny, Daniel; McCall, Deborah; 'Cynthia Giles-Parker'; Laws, Meredith 
Subject: PRIA Actions Missed due to Shutdown 

For the PRIA actions due in Oct and Nov we will not be doing renegotiations. We will try to get these actions caught up 
by the end of November EXCEPT for new uses ~md new chemicals. For new chems and new uses due in Oct and Nov we 
will not be doing renegotiations but I will be asking you to project a date to complete the action. We will discuss further 
in staff tomorrow. Thanks · 

Lois Rossi, Director 
Registration Division 
Office of Pesticide Programs 
U.S. EPA 
703-308-8162 (office) 
703-305-6920 (Fax) 

1 
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21-Day Screen of Amendment 
(Completed by Contractor) 

21-day Expires on z(pdJ 

Document Part Of: 11s5~-1s-s 

MRID, If Any:_,;_1-/~--------

Content Screen: Recommended to 
~ Fail 

11-3 Review: Passed/Failed~ 

Overall Status: ~ Fail 

_ Document returned to: 
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PRIA 3 - 21 Day Content Screen Review Worksheet 
(EPA/OPP Use Only) 

1-'$-('lf. September 2012 
21 Day Screen Start Date: ----✓---,---,:--------
Experts In-Processing Signature: i!>.13:,. Date 7-'! - f .S 

• Fee Paid: Yes ,,/ 
Division management contacted on issues No ___ Yes ____ Date _ _ ____ _ 

EPA Reg. Number: / 65{p ... t5~ EPA Receipt Date: 7 - z-I 3 

Items for Review Yes No N/A* 

1 

2 

3 

4 

5 

6 

7 

8 

Application Form (EPA Form 8570-1) signed & complete including package 
type 

Confidential Statement of Formula all boxes completed, form signed, and 
dated (EPA Form 8570-4) 

a) All inerts, including :fragrances, approved for the proposed 
uses (see Footnote A) 

yes 

Certification with Respect to Citation of Data (EPA Form 8570-34) 
completed and signed (N/ A if I 00% repack) · 

Certificate and data matrix consistent 

If applicant is relying on data that are compensable, is the offer 
to pay statement included. (see Footnote B) 

yes 

If applicable, is there a letter of Authorization for exclusive use only. 

Formulator's Exemption Statement (EPA Form 8570-27) completed and 
signed (N/ A if source is unregistered or applicant owns the technical) 

no 

no 

Data Matrix (EPA F orm 8570-35) both internal and external copies (.PR 98-5) 
com leted and si ned / A if I 00% re ack 

es DO 

a) Selective Met hod (Fee category experts use) 

b) Cite-All (Fee category experts use) 

c) Applicant owns all data (Fee category experts use) 

5 Copies of Label (Electronic labels on CD are encouraged and guidance is 
available 

Is the data 

Notice of Filin included with etitions 

X 

X 
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9 If applicable for conventional applications, reduced risk rationale 
/--i-

Reguired Data and/or data waivers. See Footnote C 

a) List study ( or studies) not included with application 

10 

Comments: Ther-e. q { € YI Cl f -J- v cA / -e S ' afrac, 4 ye/ -
\/vi 'f-V1 t--hiJ Ct tv, -e n d YVl e fl 1- _ 

' u-

2 
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*NIA - Not Applicable 

Footnotes 

A. During the 21 day initial content review, all CSPs will be reviewed to determine 
whether all inerts listed, including fragrances, are approved for the proposed uses or have 
an application pending with the Agency. If an unapproved inert with no application 
pending with the Agency is identified, the applicant must either 1) resolve the inert issue 
by, for example, removing the inert, substituting it with an approved inert, submitting 
documentation that EPA approved the inert for the proposed pesticidal uses, correcting 
mistakes on the CSF, etc. or 2) provide the data to support OPP approval of the inert or 3) 
withdraw the application. Removing or substituting an inert ingredient will require a new 
CSP and may require submission of data. All information, forms, data and 
documentation resolving the inert issue must have been received by the Agency or the 
application withdrawn within the 21 day period, otherwise, the Agency will reject the 
application as described below. 

To successfully complete this aspect of the 21 day initial content screen, applicants are 
strongly encouraged to verify that all inert ingredients have been approved for the 
application's uses or have an application pending with the Agency· even if a product is 
currently registered by consulting the inert Web site and if the inert is not approved nor 
has an application pending with the Agency, to obtain the necessary inert approval 
prior to submitting an application to register a pesticide product containing that 
inert ingredient. Some inert ingredients are no longer approved for food uses or certain 
types of uses. The name and/or CAS number on a CSP must match the name and CAS 
number on this web site. Simple typographical errors in the name or CAS number have 
resulted in processing delays. 

If an inert is not listed on the inert ingredient web site and the applicant believes that the 
inert has been approved, the applicant should contact the Inert Ingredient Assessment 
Branch (IIAB) at inertsbranch(cl)epa.gov and resolve the issue. Copies of the 
correspondence with IIAB resolving the issue should accompany the application. All 
new inerts except PIP inerts are reviewed by IIAB. The IIAB should also be contacted 
for any questions on what supporting data needs to be submitted for and the Agency's 
inert review process. Questions on PIP inerts should be directed to the Chief of 
l'vficrobial Pesticides Branch. 

When a brand, trade, or proprietary name of an inert ingredient is listed on a CSP, 
additional information such as an alternate name of the inert, CAS number or other 
information must also be included to enable the Agency to determine if it has been 
approved. Each component of an inert mixture (including a fragrance) must be 
identified. In some cases, the supplier of the mixture or fragrance may need to provide 
this information to the Agency. Prior to the Agency's receipt of an application, 
applicants must arrange with a proprietary mixture or fragrance supplier to provide the 
component information to the Agency or promptly upon EPA's request. If the inert 
ingredients in a proprietary blend (including fragrances) cannot or are not identified or 
provided within the 21-day content review period, the Agency will reject the application. 

3 
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During the 21 day content review, applicants should submit information to the individual 
identified by the Agency when the applicant is informed of an unapproved inert. 

Unapproved Inerts Identified on C§Fs 

All applications except conventional new products and PIPs 

Once an unapproved inert is identified on a CSF, the Agency will contact the 
applicant with the following options: 

1. Correct the application by, for instance, correcting the inert' s identity or CAS 
number, providing documentation that the inert has been approved, or 
removing the unapproved inert from the CSF or replacing it with one that is 
approved for the application's uses; or 

2. Provide the required information necessary to identify an inert approval 
application that is pending with the Agency; or 

3. Submit the information and data needed for the Agency to approve the 
unapproved inert. If this option is selected and implemented, the Agency may 
request an extension in the PRIA decision review timeframe to accommodate 
the inert review/approval process; 

4. Withdraw the application (the Agency retains 25% of the full fee for the fee 
category estimated); or 

If none of these options is selected and implemented by the applicant within the 
21 day content review period, the Agency will reject the application and retain 
25% of the full fee of the category identified. 

Conventional New Product Applications 

When the Registration Division identifies an unapproved inert on a CSF with an 
application for a new product that the applicant has not identified as requiring an 
inert approval (R300 or R301), it will contact the applicant with the following 
options: 

1. Correct the application by, for instance, correcting the inert' s identity or CAS 
number, providing documentation that the inert has been approved, or 
removing the unapproved inert from the CSF or replacing it with one that is 
approved for the application's uses; or 

2. Submit the information and data needed for the Agency to approve the 
unapproved inert, including any required petition to establish or amend a 
tolerance or exemption from a tolerance. (This option may change the PRIA 
category for the application, which could require a longer decision review 
time and a larger fee. If additional fees are due, they must be received by the 
Agency within the 21 day content review period.) 

4 
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3. Withdraw the application (the Agency retains 25% of the full fee for the fee 
category estimated); or 

If none ofthe above options is selected and implemented during the 21-day 
content-review period, the Agency will reject the application and retain 25% of 
the appropriate fee for the new product-inert approval category. 

PIP Applications 

When the Biopesticide and Pollution Prevention Division identifies an 
unapproved inert on a PIP CSP and a request to approve the inert does not 
accompany the application, it will contact the applicant with the following 
options: 

I. Correct the application by, for instance, correcting the spelling or name of the 
inert to that in 40 CPR 174, or providing documentation that the inert has been 
approved; or 

2. Submit the information and data needed for the Agency to approve the 
unapproved inert. If an inert ingredient tolerance exemption petition is 
required, the petition must be received by the Agency and the B903 fee paid 
within the 21 day period. If this option is selected and implemented, the 
Agency will discuss harmonizing the timeframe for both actions. 

3. Withdraw the application (the Agency retains 25% of the full fee for the fee 
category estimated); or 

If none of the above options is selected and implemented during the 21 day 
content review period, the Agency will reject the application and retain 25% of 
the fee. 

B. A policy on documentation of offers to pay is still being developed, however, for a 
me-too or fast track (similar/identical) new product, R300 or A530, an application 
without the necessary authorizations of offers to pay will be placed into either R301 or 
A53 I. The Agency recommends that authorizations of offers to pay be submitted with 
other PRIA applications to avoid delays in the Agency's decision. 

C. Biopesticide applicants are advised to contact the Agency and discuss study waivers 
prior to submitting their application to the Agency. Documentation of such discussions 
should be submitted with the study waiver. 

5 
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
WASHINGTON, D.C. 20460 

July 9, 2013 

OPP Decision Number: D-480685 
EPA File Symbol or Registration Number: 11556-155 
Product Name: PNR1427 INSECTICIDE 
EPA Receipt Date: 08-Jul-2013 
EPA Company Number: 11556 
Company Name: BA YER HEALTHCARE LLC 

DOUGLAS A. SPILKER, Ph.D. 
BA YER HEALTHCARE LLC 
ANIMAL HEALTH DIVISION 
PO Box 390 
SHAWNEE MISSION, KS 66201-0390 

OFFICE OF 
PREVENTION, PESTICIDES AND 

TOXIC SUBSTANCES 

SUBJECT: Receipt of Registration Amendment Subject to Registration Service Fee 

Dear Registrant: 

The Office of Pesticide Programs has received your amendment and certification of 
payment. If you submitted data with this application, the results of the PRN-2011-3 screen will 
be communicated separately. During the administrative screen, the Office of Pesticide Programs 
has determined that this Action is subject to a Pesticide Registration Service Fee as defined in 
the Pesticide Registration Improvement Act. 

The Action has been identified as Action Code: R340 

AMENDMENT;NON-FAST TRACK;REVIEW WITHIN RD, E.G. PRECAUTIONARY 
LABELING; 

No additional payment is due at this time. 

If you have any questions, please contact the Pesticide Registration Service Fee 
Ombudsman at (703) 308-9362. 

Sincerely, 
-,.,__/~ 

Front End Processing Staff 
Information Technology & Resources Management Division 



IFee for Service! 
Af 

{937974W-

This package includes the following 

0 New Registration 

@Amendment 

0 Studies? ° Fee Waiver? 
0 volpay % Reduction: _ 

for Division 

0 AD 
0 BPPD 
@RD 

Risk Mgr. [IQ] 

Receipt No. S-1 937974 

EPA File Symbol/Reg. No. I 11556-155 

Pin-Punch Date: I 7/8/2013 

□ This item is NOT subject to FFS action. 

;....;.:..::..:.-=..:..-=-=--=-dl::.;e~. Pa rent/Chi Id D eci s ions: 

Requested: I ;f ~¼ I 
Granted: I i_ 3fo I 

Amount Due: $ 3~tr: UZ: 

~ Inert Cleared for Intended Use !1J Uncleared Inert in Product 

Reviewer: ~ Date: w✓ ~ 
Remarks: 
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Doug Spilker 

From: 
Sent: 
To: 
Subject: 

paygovadmin@mail.doc.twai.gov 

Wednesday, July 03, 2013 6:56 AM 
Doug Spilker 

Pay.gov Payment Confirmation: PRIA Service Fees 

Your payment has been submitted to Pay.gov and the details are below. If you have any que'.::t:ions or you 
wish to cancel this payment, please contact Pay.gov Customer Service by phone at (8CO) 624-1373 or by 
email at pay,gov.clev@dev.frb.org. 

Application Name: PRJA Service Fees 
Pay.gov Tracking ID: 2SBE01KU 
Agency Tracking ID: 74471966367 
Transaction Type: Sale 
Transaction Date: Jul 3, 2013 7:55:59 AM 

Account Holder Name: Douglas A. Spilker 
Transaction Amount: $3,617.00 
Billing Address : 12707 Shawnee Mission Parkway 
City: Shawnee 
State/Province: KS 
Zip/Postal Code: 662161846 
Country: USA 
Card Type: MasterCard 
Card Number: *****"'******0576 

Decision Number: 
Registration Number: 11556-155 
Company Name: Bayer HealthCare LLC, AH 
Company Number: 11556 
Action Code: R340 

TH IS IS AN AUTOMATED MESSAGE. PLEASE DO NOT REPLY. 

1 
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~ase read instructions on reverse before completing form. Form Approved. 0MB No. 2070-0060 

United S tetes § Registration OPP Identifier Nvni>er 

&EPA Environmental Protection Agency Amendment 
W&Shington, DC 20460 Other 

Application for Pesticide - Section I 
1. Company/Product Numbar 2. EPA Product Manager 13. Proposed Clu~ific ation 

11556-155 Richard Gebken 

4 . Company/Product (Name) PMI 
! LJ••M LJ Ro,<ri, ... 

PNR 1427 Insecticide 10 

5. Ntm~ er.-d M dr~s GI AppliC!!nt !fncJ1,1de ZIP Cog;;J 6. h~!1&d R1r;;eiw. In accotoanca with FIFRA !:lst~io'I 3 icH3l 

Bayer Healthcare LLC, Animal Health Division (bHil, my p,oduct is similar or identical :n ccmposition and labeling 
P.O. Box 390 to: 
Shawnee M ission, KS 66201-0390 EPA Reg. No. ---
□ Check if this is s new address Product Name - - -

Section - H 

l!J Amendment· fxplein below. LJ Finel printed label$ in re9sonse to 
r-

□ 
Agency letter doted 

L.~ Resubmission in reSl)onse to Agency letter dated "Me Too• Application. 

□ Notification • Explain below. □ Other• Explain below. 

·----··- · 
Explanation: Use additional page(sl if necessary. fFo, section I end Section II.) 

PRIA Action: R340 - Label Amendment to revise claims and make other label changes; data review within RD. The details of 
this request, including an outline of the label revisions, a re found in the 2-page attachment to this application and in the 
document entitled "ATTACHMENT A : Seresto Label lssues.n No additional data are being submitted with this application, but 
we are requesting that the Agency re-review previously submitted data. Email Contact: doug.spilker@bayer.com 

Section - Ill 
1. Material Thia Prl>duot Will Be Paelcao;id In: _ .. _ . - - ... 
Child-Resistent Peck.aging Unil Pack.eglng Weter Sol\lble Packaging 2. Type of Container 

=JYes LJYes tJ Yes ~f"" Plastic 
No __j No No Gless --

• Carlification must ff "Yes• No. per If "Yes• No. per Paper 
Unit Packaging wgt. container Packagt, wgt container Other (Specify) 

~ submitted 
I 3. Location of Net Contents Information 4. Size(sl Retail Container I \~jtion of Label Directions 

Lebol ! I Container 

6 . Mannat in Which Lebal is Affixed to Product LJ Lithograph LJ Other 
Peper Pilued 
Stanci e<f 

Section - IV 
1 • Contact Point (Complete items directly below for identification of individulll to be contacted, ff necBssery, to process (his tlf)plicetion. I 

Name Title Telephone No. Unelude Area Code) 

Douglas A. Spilker, Ph.D. Manager, EPA Reg. Affairs 913-268-2751 
- ·-

Certification 6. Oete Application 

1 certify that the statements I have made on this fo rm and ell am1chmenta thereto are true, accurete end complete. Received 

I acknowledge that any knowlinglly false o, misleading statement mav be punishable by fine or imprieonm.nt or 
both under applicable law. 

CStampedl 

2. Signet~-<? A A 3. Tide 

Manager, EPA Reg. Affairs (\ - • .,. /7"_---
- (/ 4 . TVJ)ed Name 5. Date 

Douglas A. Spilker, Ph.D. :, 7~:2--t'1s 
EPA Form 85-70-1 IR•v. 3-941 Previous editions ere obsolete. . 

~ - EPA R4 Copy !orifinalt 
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Bayer HealthCare - PNR1427 Insecticide (EPA Reg. No. 11556-155) 
Proposed Label Changes -July 3, 2013 

Item Page Label revision Comments 
No. 

A 3 Revised HOW TO APPLY to include: a) Non-substantive changes 
further discussion about the proper 
tightness of collar and b) leaving a little 
excess for rapidly growing puppies/kittens. --

B 4 Revision of the terms to describe the safety Mere word choice cha.ige to better 
attributes of the collar to be a "release describe this important s1iety feature of 
system/mechanism" rather than a "dosure the collar. 
mechanism." 

C 5 Paragraph 3: Deleted the restriction that We request that this restriction be 
control of lice on dogs is only "for a reconsidered and allow for the general 
month." claim of the control of this pest on doi;s -~or 

the full 8 months. See Attachment A for a 
discussion of this topic. 

D 5 Paragraph 3: Added that the control of It is our understanding that is pest is not 
Sarcoptic mange is on dogs only. found on cats. 

E 5 Paragraph 4: Added a clarifying Reference is made to the "PRODUCT 

statement regarding the effect of PERFORMANCE DATA EVALAUTION 

swimming on the efficacy of the collar; RECORD, dated March 14, 2012, for the 

i.e. 5 months for flea control and subject product. The summary for MRID 

reduced to 7 months for tick control. 
48240118 (item "e" of DER) states that "For 
dogs that swim once per month, flea claims 
are limited to 5 months and tick claims to 7 
months." 

F 5 Paragraph 5: revised wording for See Page 6 for the "additional information" 
readability, and to point user to additional that has been added on individual animal 
information on individual animal sensitivities. 
sensitivities later in the label. This results in 
all such information together in one area of 
the label. 

G 6 Paragraph 1: further elaboration of Revisions based on feedback from actual 
information on signs of individual animal use of collars in the marketplace. 
sensitivities and recommended treatment. 

H 6 Paragraph 2: revised word choice Current text does not resonate with end-
regarding release attributes of collar. users, and more consumer friendly 

language has been added. 

I 6 STORAGE AND DISPOSAL: added statement 
communicating that the container must not 
to be used for food storage or other 
purposes; added statement that outer 
container may be recycled. 

J 8 Added: a) text for a calendar reminder 
sticker to be included in container, and b) 
added a Mobius loop indicating that the 
outer package (Fe) can be recycled. 

Page 11 of 2 
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Bayer HealthCare - PNR1427 Insecticide (EPA Reg. No. 11556-155) 
Proposed Label Changes - July 3, 2013 

Item Page Label revision Comments 
No. 

K 9 Added 3 claims that encompass the See Item C above. 
addition of the 8-month claim for lice on 
dogs. 

--
L 10 Includes 11and repels" in third bullet under This was our over-sight ?rel =ir::cidently left 

flea claims for dogs; this claim is already off the proposed label ;or do;s. 
accepted for cats and the same data 

support both species {see page 13, builet 2 
under 11Flea Claims - Cats.") 

M 11 Revised bullets 6 & 7 Revised to use Agency preferred wJrd 
11vector" instead of 11transmit." 

N 11 Deleted the restriction that control of lice See Item C above. 
on dogs is only "for a month." 

0 11 Added that the control of Sarcoptic mange See Item D above. 
is on dogs only. 

p 12 Added 2 marketing claims regarding speed These exact claims can be found under the 
of kill of ticks on cats. tick section for dogs {bullets 8 & 9 of page 

10); the data supporting the claims on dogs 
also supports this claim on cats - see 
Attachment A for further discussion. 

Q 13 Deletion of the Sarcoptic mange claim on See item D above. 
cats. 

R 14 Added a clarifying statement regarding See item E above. 

the effect of swimming on the efficacy 

of the collar; i.e. 5 months for flea 

control and reduced to 7 months for 

tick control. 

s 14 Bullet 19: addition of the word "clips" after 
reflector to be more descriptive. 

T 14 Bullet 25: revised claim regarding release See Item G above. 

attributes of collar. 

u 15 Bullet 1: revised claim regarding release See Item G above. 
attributes of collar. 

V 15 Bullet 6: revised claim regarding release See as Item G above. 
attributes of collar. 

w 15 Bullet 7: added statement that no 
activation of the collar is needed for it to 
work. 

X 15 Bullet 8: added label statement regarding 
the inclusion of a calendar sticker in the 
package. Calendar sticker text found on 
Page 8. 

Page I 2 of 2 
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_,,st'f.Ollr.~ UNITED STATES ENVIRONMENTAL PROTECTION AGENCY Form Approved 0MB No. 2070-0060 
' ft 'i 

\~/ 401 M Street, SW 
Washington, DC 20460 

Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per response for 
reregistration and special review activities, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any other aspect of this 
collection of information, including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137), U.S. Environmental Protection Agency, 401 M Street, SW, 
Washington, DC 20460. Do not send the form to this address. 

DATA MATRIX 

Date: August 8, 2013 EPA Reg. No./File Symbol: 279-3155 Page 1 of4 

Applicant's/Registrant's Name and Address Product 

FMC Corporation- 1735 Market Street- Philadelphia, PA 19103 (215) 299-6608 Talstar Nursery Flowable lnsecticide/Miticide 

Ingredient Bifenthrin: (2 methyl[1, 1 '-biphenyl]-3-yl) methyl-3-(2-chloro-3,3,3-trifluoro-1-propenyl)-2,2-dimethylcyclopropane carboxylate CAS# 82657-04-3 

Guideline Reference Number I Guideline Study Name 

Series 870 Acute Toxicology 

870.1100 Acute Oral LD50 - Rat 

870.1200 Acute Dermal LDso - Rat 

870.1300 Acute Inhalation LCso - Rat 

870.2400 Primary Eye Irritation - Rabbit 

870.2500 Primary Dermal Irritation - Rabbit 

870.2600 Dermal Sensitization - Guinea Pig 

Series 830 Product Chemistry 

830.1700 Preliminary Analysis 

830.1550 Product Identity and Composition 

830.1600 Description of Materials Used 

830.1550 Product Identity and Composition 

830.1600 Description of Materials Used to Produce the Product 

830.1650 Description of Formulation Process 

830.1670 Discussion of Formation of Impurities 

EPA Form 8570-35 (9-97) Electronic and Paper versions available. Submit only Paper version. 

I MRID Number I Submitter 

41413602 FMC Corporation 

41413603 FMC Corporation 

41413604 FMC Corporation 

41413605 FMC Corporation 

41413606 FMC Corporation 

41413607 FMC Corporation 

41413601 FMC Corporation 

41413601 FMC Corporation 

41413601 FMC Corporation 

41413601 FMC Corporation 

41413601 FMC Corporation 

41413601 FMC Corporation 

41413601 FMC Corporation 

Name and Title Melinda Bowman 

Product Registration Manager 

I Status I Note 

OWN 

OWN 

OWN 

OWN 

OWN 

OWN 

OWN 

OWN 

OWN 

OWN 

OWN 

OWN 

OWN 

Date 

August 8, 2013 

Agency Internal Use Copy 



87

_,.iosr,~ UNITED STATES ENVIRONMENTAL PROTECTION AGENCY Form Approved 0MB No. 2070-0060 tail 401 M Street, SW 
\;,:,tl'fld,1-f,,~ WashinAton, DC 20460 

Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per response for 
reregistration and special review activities, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any other aspect of this 
collection of information, including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137), U.S. Environmental Protection Agency, 401 M Street, SW, 
Washington, DC 20460. Do not send the form to this address. 

DATA MATRIX 

Date: August 8, 2013 EPA Reg. No./File Symbol: 279-3155 Page 2 of 4 

Applicant's/Registrant's Name and Address Product 

FMC Corporation- 1735 Market Street- Philadelphia, PA 19103 (215) 299-6608 Talstar Nursery Flowable lnsecticide/Miticide 

Ingredient Bifenthrin: (2 methyl[1 , 1 '-biphenyl]-3-yl) methyl-3-(2-chloro-3 ,3 ,3-trifluoro-1-propenyl)-2 ,2-dimethylcyclopropane carboxylate CAS# 82657-04-3 

Guideline Reference Number Guideline Study Name MRID Number Submitter Status Note 

830.1700 Preliminary Analysis 41413601 FMC Corporation OWN 

830.1750 Certified Limits 41413601 FMC Corporation OWN 

830.1800 Enforcement Analytical Method 41413601 FMC Corporation OWN 

830.6302 Color 41413601 FMC Corporation OWN 

830.6303 Physical State 41413601 FMC Corporation OWN 

830.6304 Odor 41413601 FMC Corporation OWN 

830.6313 Stability to Normal and Elevated Temperatures, Metals 41413601 FMC Corporation OWN 
and Ions 

830.6314 Oxidizing/Reduction; Chemical Incompatibility 41413601 FMC Corporation OWN 

830.6315 Flammability 41413601 FMC Corporation OWN 

830.6316 Explodability 41413601 FMC Corporation OWN 

830.6317 Storage Stability 41413601 FMC Corporation OWN 

830.6319 Miscibility 41413601 FMC Corporation OWN 

830.6320 Corrosion Characteristics 41413601 FMC Corporation OWN 

830.6321 Dielectric Breakdown Voltage 41413601 FMC Corporation OWN 

830.7000 pH 41413601 FMC Corporation OWN 

~cl-~ 
Name and Title Melinda Bowman Date 

Product Registration Manager August 8, 2013 

EPA Form 8570-35 (9-97) Electronic and Paper versions available. Submit only Paper version. Agency Internal Use Copy 
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,..-rt,~r~~ UNITED STATES ENVIRONMENTAL PROTECTION AGENCY Form Approved 0MB No. 2070-0060 ' A 'i ,~i 401 M Street, SW 
,;,...I.~"" Washington, DC 20460 

Pape,rwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per response for 
reregistration and special review activities, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any other aspect of this 
collection of information, including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137), U.S. Environmental Protection Agency, 401 M Street, SW, 
Washington, DC 20460. Do not send the form to this address. 

DATA MATRIX 

Date: August 8, 2013 EPA Reg. No./File Symbol: 279-3155 Page 3 of 4 

Applicant's/Registrant's Name and Address Product 

FMC Corporation- 1735 Market Street- Philadelphia, PA 19103 (215) 299-6608 Talstar Nursery Flowable lnsecticide/Miticide 

Ingredient Bifenthrin: (2 methyl[1, 1 '-biphenyl]-3-yl) methyl-3-(2-chloro-3,3,3-trifluoro-1-propenyl)-2,2-dimethylcyclopropane carboxylate CAS# 82657-04-3 

Guideline Reference Number I Guideline Study Name 

830.7100 Viscosity 

830.7200 Melting Point/Melting Range 

830.7220 Boiling Point/Boiling Range 

830.7300 Density/Relative Density/Bulk Density 

Series 810 Product Performance 

810.3100 Six month residual claims - Fire Ants 

810.3100 Bifenthrin Control of Deer Ticks in Turfgrass 

810.3100 Bifenthrin Control of Dog Ticks in Turfgrass Public health 
pests 

810.3100 Media incorporation & drench / Japanese beetle & 
grub/Containerized plants 

810.3100 Media incorporation & drench / Black vine weevil/ 
Containerized plants 

810.3300 Efficacy of Bifenthrin mound treatments for IFA control 

810.3300 Efficacy of Bifenthrin liquid applications 

810.3300 Evaluation of Bifenthrin and a Malathion spray 

EPA Form 8570-35 (9-97) Electronic and Paper versions available. Submit only Paper version. 

I MRID Number I Submitter 

41413601 FMC Corporation 

41413601 FMC Corporation 

41413601 FMC Corporation 

41413601 FMC Corporation 

44021901 FMC Corporation 

44137401 FMC Corporation 

44137402 FMC Corporation 

44637901 FMC Corporation 

44671701 FMC Corporation 

44638801 FMC Corporation 

44891901 FMC Corporation 

44891904 FMC Corporation 

Name and Title Melinda Bowman 

Product Registration Manager 

I Status I Note 

OWN 

OWN 

OWN 

OWN 

OWN 

OWN 

OWN 

OWN 

OWN 

OWN 

OWN 

OWN 

Date 

August 8, 2013 

Agency Internal Use Copy 
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.;J''f.D!r,'\, UNITED STATES ENVIRONMENTAL PROTECTION AGENCY Form Approved 0MB No. 2070-0060 
~ft r; ~g 401 M Street, SW 

-~ ,,_;f;f,e,\'1" Washington, DC 20460 
Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per response for 
reregistration and special review activities, including lime for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any other aspect of this 
collection of information, including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137), U.S. Environmental Protection Agency, 401 M Street, SW, 
Washington, DC 20460. Do not send the form to this address. 

DATA MATRIX 

Date: August 8, 2013 EPA Reg. No./File Symbol: 279-3155 Page 4 of 4 

Applicant's/Registrant's Name and Address Product 

FMC Corporation- 1735 Market Street- Philadelphia, PA 19103 (215) 299-6608 Talstar Nursery Flowable lnsecticide/Miticide 

Ingredient Bifenthrin: (2 methyl[1, 1 '-biphenyl]-3-yl) methyl-3-(2-chloro-3,3,3-trifluoro-1-propenyl)-2,2-dimethylcyclopropane carboxylate CAS# 82657-04-3 

Guideline Reference Number J Guideline Study Name 

810.3300 Efficacy of direct spray applications of Bifenthrin liquid 

810.3300 Efficacy of direct spray applications of Bifenthrin liquid 

810.3300 Efficacy of direct spray applications of Bifenthrin liquid 

810.3400 Residual efficacy of Bifenthrin liquid applications 

810.3500 Efficacy of broadcast application of Bifenthrin 

810.3500 Efficacy of direct spray applications of Bifenthrin liquid 

EPA Form 8570-35 (9-97) Electronic and Paper versions available. Submit only Paper version. 

I MRID Number I Submitter 

44891905 FMC Corporation 

44891907 FMC Corporation 

44891908 FMC Corporation 

44891903 FMC Corporation 

44891902 FMC Corporation 

44891906 FMC Corporation 

Name and Title Melinda Bowman 

Product Registration Manager 

I Status I Note 

OWN 

OWN 

OWN 

OWN 

OWN 

OWN 

Date 

August 8, 2013 

Agency Internal Use Copy 



~,,.~ UNITED STATES ENVIRONMENTAL PROTECTION AGENCY Form Approved 0MB No. 2070-0060 

(~ ) 401 M Street, SW 
Washington, DC 20460 

Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per response for 
reregistration and special review activities. including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any other aspect of this 
collection of information, including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137), U.S. Environmental Protection Agency, 401 M Street, SW, 
Washington, DC 20460. Do not send the form to this address. 

DATA MATRIX 

Date: August 8, 2013 EPA Reg. No./File Symbol 279-3155 Page 1 of 4 

Applicant's/Registrant's Name and Address Product 

FMC Corporation-.1735 Market Street- Philadelphia, PA 19103 (215) 299-6608 Talstar Nursery Flowable lnsecticide/Miticide 

Ingredient Bifenthrin: (2 methyl(1 , 1 '-biphenyl]-3-yl) methyl-3-{2-chloro-3,3,3-trifluoro-1-propenyl)-2,2-dimethylcyclopropane carboxylate CAS# 82657-04-3 

Guideline Reference Number I Guideline Study Name I MRID Number I Submitter I Status I Note 

FMC Corporation OWN 

FMC Corporation OWN 

FMC Corporation OWN 

FMC Corporation OWN 

FMC Corporation OWN 

FMC Corporation OWN 

FMC Corporation OWN 

FMC Corporation OWN 

FMC Corporation OWN 

FMC Corporation OWN 

FMC Corporation OWN 

FMC Corporation OWN 

FMC Corporation OWN 

Name and Title Melinda Bowman Date 

Product Registration Manager August 8, 2013 

EPA Form 8570-35 (9-97) Electronic and Paper versions available. Submit only Paper version. Public File Copy 
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
401 M Street, SW 

Washin ton, DC 20460 

Form Approved _OMB No. 2070-0060 

Paperwork Reduction Act Notice: The publi<; reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per response for 
reregistration and special review activities. including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any other aspect of this 
collection of information, including suggestions for reducing the burden lo: Director, OPPE Information Management Division (2137), U.S. Environmental Protection Agency, 401 M Street, SW, 
Washington, DC 20460. Do not send the form to this address. 

DATA MATRIX 

Date: August 8, 2013 EPA Reg. No./File Symbol: 279-3155 Page 2 of 4 

Applicant's/Registrant's Name and Address Product 

FMC Corporation- 1735 Market Street- Philadelphia, PA 19103 (215) 299-6608 Talstar Nursery Flowable lnsecticide/Miticide 

Ingredient Bifenthrin: (2 methyl[1, 1 '-biphenyl]-3-yl) methyl-3-(2-chloro-3,3,3-trifluoro-1-propenyl)-2,2-dimethylcyclopropane carboxylate CAS# 82657-04-3 

EPA Form 8570-35 (9-97) Electronic and Paper versions available. Submit only Paper version. 

Submitter 

FMC Corporation 

FMC Corporation 

FMC Corporation 

FMC Corporation 

FMC Corporation 

FMC Corporation 

FMC Corporation 

FMC Corporation 

FMC Corporation 

FMC Corporation 

FMC Corporation 

FMC Corporation 

FMC Corporation 

FMC Corporation 

FMC Corporation 

Name and Title Melinda Bowman 

Product Registration Manager 

Status Note 

OWN 

OWN 

OWN 

OWN 

OWN 

OWN 

OWN Not Applicable 

OWN Not Applicable 

OWN 

OWN 

OWN 

OWN Not Applicable 

OWN Not Applicable 

OWN 

Date 

August8,2013 

Public File Copy 
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,1V>lr•~ UNITED STATES ENVIRONMENTAL PROTECTION AGENCY Form Approved 0MB No. 2070-0060 

(m l 401 M Street, SW ,_,.,/ Washinaton, DC 20460 
Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per response for 
reregistration and special review activities, including time for reading the instructions and completing the necessary forms. send comments regarding the burden estimate or any other aspect of this 
collection of information, including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137), U.S. Environmental Protection Agency, 401 M Street, SW, 
Washington, DC 20460. Do not send the form to this address. 

DATA MATRIX 

Date: August 8, 2013 EPA Reg. No./File Symbol: 279-3155 Page 3 of4 

Applicant's/Registrant's Name and Address Product 

FMC Corporation- 1735 Market Street- Philadelphia, PA 19103 (215) 299-6608 Talstar Nursery Flowa_ble lnsecticide/Miticide 

Ingredient Bifenthrin: (2 methyl[1 , 1 '-biphenyl)-3-yl) methyl-3-(2-chloro-3,3,3-trifluoro-1-propenyl)-2,2-dimethylcyclopropane carboxylate CAS# 82657-04-3 

Guideline Reference Number I Guideline Study Name I MRID Number I Submitter I Status I Note 

FMC Corporation OWN 

FMC Corporation OWN Not Applicable 

FMC Corporation OWN Not Applicable 

FMC Corporation OWN 

FMC Corporation OWN 

FMC Corporation OWN 

FMC Corporation OWN 

FMC Corporation OWN 

FMC Corporation OWN 

FMC Corporation OWN 

FMC Corporation OWN 

FMC Corporation OWN 

Name and ntle Melinda Bowman Date 

Product Registration Manager August 8, 2013 

EPA Form 8570-35 (9-97) Electronic and Paper versions available. Submit only Paper version. Public File Copy 
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(£ ) 
UNITED STATES ENVIRONMENTAL PROTECTION AGENCY Form Approved 0MB No. 2070-0060 

401 M Street, SW ··- Washington, DC 20460 
Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per response for 
reregistration and special review activities, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any other aspect of this 
collection of information, including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137), U.S. Environmental Protection Agency, 401 M Street, SW, 
Washington, DC 20460. Do not send the form to this address. 

DATA MATRIX 

Date: August 8, 2013 EPA Reg. No./File Symbol: 279-3155 Page 4 of 4 

Applicant's/Registrant's Name and Address Product 

FMC Corporation- 1735 Market Street- Philadelphia, PA 19103 (215) 299-6608 Talstar Nursery Flowable lnsecticide/Miticide 

Ingredient Bifenthrin: (2 methyl[1, 1 '-biphenyl)-3-yl) methyl-3-(2-chloro-3,3,3-trifluoro-1-propenyl)-2,2-dimethylcyclopropane carboxylate CAS# 82657-04-3 

Guideline Reference Number I Guideline Study Name 

EPA Form 8570-35 (9-97) Electronic and Paper versions available. Submit only Paper version. 

j MRID Number j Submitter 

FMC Corporation 

FMC Corporation 

FMC Corporation 

FMC Corporation 

FMC Corporation 

FMC Corporation 

Name and Title Melinda Bowman 
Product Registration Manager 

I Status I Note 

OWN 

OWN 

OWN 

OWN 

OWN 

OWN 

Date 

August 8, 2013 

Public File Copy 
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.,.,.-it.o,lll~ UNITED STATES ENVIRONMENTAL PROTECTION AGENCY Form Approved 0MB No. 2070-0060 
' ft ~ ,.~ 401 M Street, SW 

,.,.~,-,,cr,V'\~ Washington, DC 20460 
Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per response for 
reregistration and special review activities, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any other aspect of this 
collection of information, including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137), U.S. Environmental Protection Agency, 401 M Street, SW, 
Washington, DC 20460. Do not send the form to this address. 

DATA MATRIX 

Date: August 8, 2013 EPA Reg. No./File Symbol: 279-3155 Page 1 of 6 

Applicant's/Registrant's Name and Address Product 

FMC Corporation- 1735 Market Street- Philadelphia, PA 19103 (215) 299-6608 Talstar Nursery Flowable lnsecticide/Miticide 

Ingredient Bifenthrin: (2 methyl[1, 1 '-biphenyl]-3-yl) methyl-3-(2-chloro-3,3,3-trifluoro-1-propenyl)-2,2-dimethylcyclopropane carboxylate GAS# 82657-04-3 

Guideline Reference Number Guideline Study Name MRID Number Submitter Status Note 

Series 870 Toxicology 

870.3100 90-day oral toxicity- rat 00141199 FMC Corporation OWN 

870.3150 90-day oral toxicity- dog 00141200 FMC Corporation OWN 

870.3700 Developmental toxicity (gavage)- rat 00154482 FMC Corporation OWN 

870.3700 Developmental toxicity (gavage)- rat 00141210 FMC Corporation OWN 

870.3700 Developmental toxicity (dietary)- rat 45322301 FMC Corporation OWN 

870.3700 Developmental toxicity- rabbit 00145997 FMC Corporation OWN 

870.3800 Multigeneration reproductive toxicity- rat 00157225 FMC Corporation OWN 

870.4100 Chronic toxicity- dog 00163065 FMC Corporation OWN 

870.4300 Chronic toxicity/Carcinogenicity- rat 00157226 FMC Corporation OWN 

870.4200 Carcinogenicity- mouse 00157227 FMC Corporation OWN 

870.6200a Acute neurotoxicity- rat 44862102 FMC Corporation OWN 

870.6200b Subacute neurotoxicity- rat 44862103 FMC Corporation OWN 

870.6300 Developmental neurotoxicity- rat 46750501 FMC Corporation OWN 
46750502 

870.3200 Dermal toxicity- rabbit 00141198 FMC Corporation OWN 

870.3200 Dermal toxicity- rat 45280501 FMC Corporation OWN 

~ct,.~ 
Name and Title Melinda Bowman Date 

Product Registration Manager August 8, 2013 

EPA Form 8570-35 (9-97) Electronic and Paper versions available. Submit only Paper version. Pubhc File Copy 
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,#''lDSll!~ (ft~ UNITED STATES ENVIRONMENTAL PROTECTION AGENCY Form Approved 0MB No. 2070-0060 

~) 401 M Street, SW 
-':,{~ ... Washinaton, DC 20460 

Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per response for 
reregistration and special review activities, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any other aspect of this 
collection of information, including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137), U.S. Environmental Protection Agency, 401 M Street, SW, 
Washington, DC 20460. Do not send the form to this address. 

DATA MATRrx 

Date: August 8, 2013 EPA Reg. No./File Symbol: 279-3155 I Page 2 of 6 

Applicant's/Registrant's Name and Address Product 

FMC Corporation- 1735 Market Street- Philadelphia, PA 19103 (215) 299-6608 Talstar Nursery Flowable lnsecticide/Miticide 

Ingredient Bifenthrin: (2 methyl[1, 1 '-biphenyl]-3-yl) methyl-3-(2-chloro-3,3,3-trifluoro-1-propenyl)-2,2-dimethylcyclopropane carboxylate CAS# 82657-04-3 

Guideline Reference Number I Guideline Study Name j MRID Number 

870.7485 Metabolism- rat 00163067 

870.7485 Metabolism- rat 40415102 

870.7485 Metabolism- rat 00163069 

870.7485 Metabolism- rat 00163070 

870.7485 Metabolism- rat 00163071 

870.7485 Metabolism- rat 00163066 

870.7485 Metabolism- rat 40415100 

870.7485 Metabolism- rat 00163068 

870.7600 Dermal penetration- rat 41917503 

870.7600 Dermal penetration- rat 41917502 

870.7600 Dermal penetration- rat 00163072 

870.7600 Dermal penetration- rat 41284202 

Series 860 Residue Chemistry 

860.1300 Nature of the Residue- Plants 00163075 

860.1300 Nature of the Residue- Plants 40257901 

860.1300 Nature of the Residue- Plants 40257902 

EPA Form 8570-35 (9-97) Electronic and Paper versions available. Submit only Paper version. 

Submitter 

FMC Corporation 

FMC Corporation 

FMC Corporation 

FMC Corporation 

FMC Corporation 

FMC Corporation 

FMC Corporation 

FMC Corporation 

FMC Corporation 

FMC Corporation 

FMC Corporation 

FMC Corporation 

FMC Corporation 

FMC Corporation 

FMC Corporation 

Name and Title Melinda Bowman 

Product Registration Manager 

j Status I Note 

OWN 

OWN 

OWN 

OWN 

OWN 

OWN 

OWN 

OWN 

OWN 

OWN 

OWN 

OWN 

OWN 

OWN 

OWN 

Date 

August 8, 2013 

Pubhc File Copy 
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~1.o!r•~ UNITED STATES ENVIRONMENTAL PROTECTION AGENCY Form Approved 0MB No. 2070-0060 
( ft~ 
~~ 401 M Street, SW 

~--.. .r.~"'~ Washinaton, DC 20460 
Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per response for 
reregistration and special review activities, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any other aspect of this 
collection of information, including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137), U.S. Environmental Protection Agency, 401 M Street, SW, 
Washington, DC 20460. Do not send the form to this address. 

DATA MATRIX 

Date: August 8, 2013 EPA Reg. No./File Symbol: 279-3155 I Page 3 of6 

Applicant's/Registrant's Name and Address Product 

FMC Corporation- 1735 Market Street- Philadelphia, PA 19103 (215) 299-6608 Talstar Nursery Flowable lnsecticide/Miticide 

Ingredient Bifenthrin: (2 methyl[1, 1 '-biphenyl]-3-yl) methyl-3-(2-chloro-3,3,3-trifluoro-1-propenyl)-2,2-dimethylcyclopropane carboxylate CAS# 82657-04-3 

Guideline Reference Number I Guideline Study Name I MRID Number Submitter ! status I Note 

860.1300 Nature of the Residue- Livestock 00163076- FMC Corporation OWN 
00163077 

860.1300 Nature of the Residue- Livestock 40384401- FMC Corporation OWN 
40384405 

165-1 Rotational Crops 00163093 FMC Corporation OWN 
40414001 

860.1850 Confined rotational crop 42039601 FMC Corporation OWN 

165-4 Fish Accumulation 00163094 FMC Corporation OWN 
00163095 
40414001 

860.1900 Field accumulation 45306501 FMC Corporation OWN 

Series 835 Environmental Fate Data 

161-1 Hydrolysis 00132539 FMC Corporation OWN 

161-2 Photodegradation- Water 00163084 FMC Corporation OWN 
40414001 

161-3 Photodegradation- Soil 00163085 FMC Corporation OWN 

162-1 Aerobic Soil Metabolism 00141202 FMC Corporation OWN 
00152266 
00163086 

~~-~ 
Name and Title Melinda Bowman Date 

Product Registration Manager August 8, 2013 

EPA Form 8570-35 (9-97) Electronic and Paper versions available. Submit only Paper version. Public File Copy 
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_,,--i<t:''~,(~ UNITED STATES ENVIRONMENTAL PROTECTION AGENCY Form Approved 0MB No. 2070-0060 {A~ 
~g 401 M Street, SW 

\;,.'"{·,.,;:,,t,"l. WashinAtOn, DC 20460 
Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per response for 
reregi1stration and special review activities, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any other aspect of this 
collec:tion of information, including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137), U.S. Environmental Protection Agency, 401 M Street, SW, 
Wash1ington, DC 20460. Do not send the form to this address. 

DATA MATRIX 

Date: August 8, 2013 EPA Reg. No./File Symbol: 279-3155 I Page 4 of6 

Applicant's/Registrant's Name and Address Product 

FMC Corporation- 1735 Market Street- Philadelphia, PA 19103 (215) 299-6608 Talstar Nursery Flowable lnsecticide/Miticide 

Ingredient Bifenthrin: (2 methyl[1, 1 '-biphenyl]-3-yl) methyl-3-(2-chloro-3,3,3-trifluoro-1-propenyl)-2,2-dimethylcyclopropane carboxylate CAS# 82657-04-3 

Guideline Reference Number J Guideline Study Name J MRID Number Submitter J Status J Note 

00163087 
40414001 

162-2 Anaerobic Soil Metabolism 00163088 FMC Corporation OWN 

163-1 Leaching/ Adsorption-Desorption 00163089 FMC Corporation OWN 

163-2 Laboratory Volatility 00163090 FMC Corporation OWN 
40414001 
40581601 
41220601 

164-1 Soil Dissipation 00163091 FMC Corporation OWN 
40414001 
40581601 

Series 850 Ecological Effects 

71-1 Avian Oral LD50- Quail 00132532 FMC Corporation OWN 

71-1 Avian Oral LD50- Mallard 00132534 FMC Corporation OWN 

71-2 Avian LC50- Quail 00132533 FMC Corporation OWN 

71-2 Avian LC50- Mallard 00132535 FMC Corporation OWN 

71-4 Avian Reproduction- Quail 00163097 FMC Corporation OWN 
00163098 
40266301 

~~-~ 
Name and Title Melinda Bowman Date 

Product Registration Manager August 8, 2013 

EPA Form 8570-35 (9-97) Electronic and Paper versions available. Submit only Paper version. Public File Copy 
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_,iiosr~~ UNITED STATES ENVIRONMENTAL PROTECTION AGENCY Form Approved 0MB No. 2070-0060 
' ft ~ 

\~/ 401 M Street, SW 
Washington, DC 20460 

Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per response for 
reregistration and special review activities, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any other aspect of this 
collection of information, including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137), U.S. Environmental Protection Agency, 401 M Street, SW, 
Washington, DC 20460. Do not send the form to this address. 

DATA MATRIX 

Date: August 8, 2013 EPA Reg. No./File Symbol: 279-3155 Page 5 of6 

Applicant's/Registrant's Name and Address Product 

FMC Corporation- 1735 Market Street- Philadelphia, PA 19103 (215) 299-6608 Talstar Nursery Flowable lnsecticide/Miticide 

Ingredient Bifenthrin: (2 methyl[1, 1 '-biphenyl]-3-yl) methyl-3-(2-chloro-3,3,3-trifluoro-1-propenyl)-2,2-dimethylcyclopropane carboxylate CAS# 82657-04-3 

Guideline Reference Number Guideline Study Name MRID Number Submitter Status Note 

71-4 Avian Reproduction- Mallard 00163099 FMC Corporation OWN 
00163100 

72-1 Freshwater Fish LC50- Trout 00163156 FMC Corporation OWN 

72-1 Freshwater Fish LC50- Bluegill 00132536 FMC Corporation OWN 

72-2 Acute LC50 Freshwater Invertebrates 00132537 FMC Corporation OWN 

72-3 Acute LC50 Estuarine- Mysid 00163102 FMC Corporation OWN 

72-3 Acute LC50 Estuarine- Minnow 00163101 FMC Corporation OWN 

72-3 Acute LC50 Estuarine- Oyster 00163103 FMC Corporation OWN 
40266501 
40383502 

72-3 Acute LC50- Mollusc 40447601 FMC Corporation OWN 

72-4 Fish Early Life Stage- Freshwater 40447601 FMC Corporation OWN 
41156501 
42338801 
41640501 

72-4 Fish Early Life Stage- Estuarine 40447601 FMC Corporation OWN 

72-5 Fish Life Cycle 40447601 FMC Corporation OWN 
40791301 
41032101 

~al-~ 
Name and Title Melinda Bowman Date 

Product Registration Manager August 8, 2013 

EPA Form 8570-35 (9-97) Electronic and Paper versions available. Submit only Paper version. Public File Copy 
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( ft ~ 
UNITED STATES ENVIRONMENTAL PROTECTION AGENCY Form Approved 0MB No. 2070-0060 

~i 401 M Street, SW 
\;,.•.r.HJd(c-"'~ Washington, DC 20460 

Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per response for 
reregistration and special review activities, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any other aspect of this 
collection of information, including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137), U.S. Environmental Protection Agency, 401 M Street, SW, 
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Applicant's/Registrant's Name and Address Product 

FMC Corporation- 1735 Market Street- Philadelphia, PA 19103 (215) 299-6608 Talstar Nursery Flowable lnsecticide/Miticide 

Ingredient Bifenthrin: (2 methyl[1, 1 '-biphenyl]-3-yl) methyl-3-(2-chloro-3,3,3-trifluoro-1-propenyl)-2,2-dimethylcyclopropane carboxylate CAS# 82657-04-3 

Guideline Reference Number I Guideline Study Name I MRID Number 

41134701 

72-6 Aquatic Organism Accumulation 40447601 

141-2 Toxicity of Residues on Foliage 40447601 

141-1 Acute Toxicity- Honeybee 00132538 
... 

EPA Form 8570-35 (9-97) Electronic and Paper versions available. Submit only Paper version. 
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FMC Corporation 

FMC Corporation 

FMC Corporation 

Name and Tille Melinda Bowman 

Product Registration Manager 
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(Under FIFRA as amended) 

U.S. ENVIRONMENT AL PROTECTION AGENCY 
Office of Pesticide Programs 

Registration Division (H7S0SCJ 
1200 Pennsylvania Avenue, N.W. 

Washington, D.C. 20460 

NOTICE OF PESTICIDE: 
L Registration 
_ Reregistration 

Name and Address of Registrant (include ZIP Code): 

Bayer HealthCare LLC 
Animal Health Division 
P.O. Box 390 
Shawnee Mission, KS 66201-0390 

EPA•·-,. Number: Date of Issuance: 
11556-155 IJ/· rJ ] ,.l "013 i·-, 'i'' lj ( ) . 

Term oflssuance: 

Unconditional 

Name of Pesticide Product: 

PNRl 427 Insecticide 

- - ~ - - -- -
- - - ~. ',_ - ~ , , ,. ,_ ,. ~ '- , . . - -

- -- , .. - - - . _, - I 
On the basis of information furnished by the registrant, the above named pesticide is hereby registered/reregistered under the Federal Insecticide, Fungicide 
and Rodenticide Act. 

Registration is in no way to be construed as an endorsement or recommendation of this product by the Agency. In order to protect health and the 
environment, the Administrator, on his motion'" may at any time suspend or cancel the registration of a pesticide in accordance with the Act. The acceptance 
of any name in connection with the registration of a product under this Act is not to be construed as giving the registrant a right to exclusive use of the name 
or to its use if it has been covered by others. 

This product is unconditionally registered in accordance. with FIFRA sec. 3(c)(5). Once a 
pesticide is registered, however, it is not regarded as permanently acceptable. Registration does 
not eliminate the need for continual reassessment of pesticides. If the Agency determines that, at 
any time, additional data are required to maintain in effect an existing registration, the Agency ' 
will require submission of such data under FIFRA section (3). 

1. Per 40 CFR 156.10( a)( 6), submit one copy of your final printed labeling before releasing the 
product for shipment. As defined in 40 CFR 152.3, "final printed lal;>eling" means the "label or 
labeling of the product when distributed or sold". Clearly legible reproductions or photo 
reductions will be accepted for unusual labels. Note that a clean copy of the master label in most 
cases does not meet the definition of final printed labeling. If these conditions are not complied 
with, the registration will be subject to cancellation in accordance with FIFRA section 6(e). 
Your release for shipment of the product bearing amended labeling constitutes acceptance of 
these conditions. A stamped copy of the label is enclosed for your records. 

If you have any questions regarding this action, please contact Be Wanda Alexander at 
www.alexander.bewanda@epa.gov or (703) 305-7460. 

j~\§Jii:~"tindcrJ ~ 
Date: 

Insecticide Branch/Registration Division (7505P) 

Enclosure 

I 
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Reason To Issue: Revise according to EPA Notice of March 16, 2012 Date: 02/14/13 
and propose other minor label corrections Supersedes: 03/12/12 

.. __ . _. __ .. . __ · ___ .... . ... ___ __ ________ . ___ ____ ___ ____ _ . ____ .... . .. . __ ______ _____ ___ .... __ .Page_ I_ of_ 13 __ . . . ____ . __ _ 

Note to Reviewer: Brackets [ J and parentheses ( ) denote optional language 

PNRI 427 Insecticide 
Alternate Brand Names: Seresto Small Dog; Seresto Large Dog; Seresto Cat 

Optional Language for Small Collar 
(For 8-month prevention and treatment of ticks, fleas, and lice on (small) dogs and 

puppies 7 weeks of age and older and up to [(18 lbs.X8 kg)] [body weight]] 
-or-

[For 8-month prevention and treatment of ticks and fleas on cats and kittens l O weeks of age 
and older] 

-or-

(For 8-month prevention and treatment of ticks, fleas, and lice on (small) dogs and 
puppies 7 weeks of age and older and up to[(] 8 lbs.)(8 kg)] [body weight)] [and/or] 

prevention and treatment of ticks and fleas on cats and kittens 10 weeks of age and older] 

Optional Language for Large Collar: 

[For 8-month prevention and treatment of ticks, fleas and lice for 8 months on (large) 
dogs and puppies 7 weeks of age and older and above [(18 lbs.)(8 kg)) [body weight] J 

• [Selected optional label claims bulleted here from pages 8 to 13] 

ACTIVE INGREDIENTS: 
Flumethrin * .. . .. . .. . ..... ... . . . ........ . ........ . .... . . . . . . .. ..... . 
Imidacloprid ... ...... . . .. .. . .. . . .. ... . ....... .. . . . ....... ... .. . . ... . 
OTHER INGREDIENTS . . . . . .... . . .. ......... . ..... . ... ..... . . . ... . 
Total ... . . ........ . . . ................................. . ... ..... . . . . 
*Trans Z-1/trans Z-2 ratio: max 66% trans Z- I and min 34% trans Z-2 

Net Contents: X) Collar s)-XX oz. (XX ams) 
EPAR .No. 11556-155 EPA Est.No.11556-TBD 

PNR 1427 Insecticide 02/14/J3c .doc 
iA- C CE PTE D 
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Reason To Issue: Revise according to EPA Notice of March 16, 2012 Date: 02/14/13 
and propose other minor label corrections Supersedes: 03/12/12 

-------------------------------------------------------------------------------------------~~gt::_~_~f__l_} ____________ _ 

Manufactured For 

Bayer HealthCare LLC 
Animal Health Division 

P.O. Box 390 
Shawnee Mission, Kansas 66201 USA 

Made in Germany 

READ THE ENTIRE LABEL BEFORE USE 

[For small collar: USE ON [(DOGS)(CATS)]] 
-or-

[For small collar: USE ON SMALL DOGS and CATS] 
-or-

[For large collar: USE ONLY ON DOGS] 

DO NOT OPEN UNTIL READY TO USE 
DO NOT LET CHILDREN PLAY WITH THIS COLLAR [OR REFLECTORS] 

KEEP OUT OF REACH OF CHILDREN 
[CHOKING HAZARD- CONTAINS SMALL PARTS] 

See [(back panel)(insert)] for Directions for Use. 

HOT LINE NUMBER 
Have the product container or label with you when calling a poison control center or doctor, 
or going for treatment. 

• For CONSUMER QUESTIONS, call 1-800-255-6826. 
• For medical emergencies involving HUMANS, call 1-800-422-9874. 
• For medical emergencies involving ANIMALS, call 1-800-422-9874. 

PNR 1427 Insecticide 02/14/13c .doc 
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DIRECTIONS FOR USE 

lt is a violation of Federal Law to use this product in a manner inconsistent with its labeling. 
Do not contaminate feed or food. 

HOW TO APPLY 

One collar per animal to be fastened around the neck. 

Remove collar from protective bag directly before use. Unroll collar and make sure that there 
are no remnants from the plastic connectors inside the collar. Insert end of the collar through 
the buckle. Adjust the collar around the animal's neck without tightening it too tight (as a 
guide, it should be possible to insert 2 fingers between the collar and the neck). Pull excess 
collar through the loop(s) and cut off any excess length extending (I/one/an) inch (2 cm) 
beyond the loop(s). 

[ After application of the collar, three reflector clips may be fixed permanently to the collar to 
increase the animal' s visibil ity in the dark. Take the clips out of the bag. The clips should be 
evenly distributed on the non-overlapping part of the collar. The clips are correctly applied 
when a clicking sound is heard. For safety reasons once the refl ectors are fi xed to the collar 
the clasp closes permanently and cannot be re-opened.) 

[Optional Visuals: 

Dog 

- or -

PNR 1427 Insecticide 02/14/ I 3c .doc 
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_________________ ____ ____ __ ______ _________ ___ __ ___ ___ ___ ........ __ .. ___ ..... ··-·-··· ·-·-··. Page_4 of_ 13 .... ····- ··· 

Cat 

The collar should be worn continuously for the 8 month protection period. Check 
periodically and adjust fit if necessary, especially when [(puppies)(kittens)] are rapidly 
growing. 

This collar is designed with a safety-closure mechanism. In the unlikely event of a 
[(dog)(cat)(pet)) being trapped, the [(dog's)(cat's)(pet's)] own strength is sufficient to widen 
the collar to allow for quick release. 

Replace the collar after 8 months for (optimal) (continuous) fleaand tick protection. 

PRODUCT INFORMATION 

Ki lls fleas which may cause flea allergy dermatitis (FAD) or flea bite hypersensitivity (FBH). 

[(PNR 1427 lnsecticide)(Brandname)(This product)(The collar)] kills existing fleas on 
[(dogs)(cats)] within 24 hours. Reinfesting fleas are killed within 2 hours with protection 
against further flea infestation lasting eight (8) months. Pre-existing pupae in the 
environment may continue to emerge for six (6) weeks or longer depending upon the climatic 
conditions. 

Seresto aids in control of flea larvae in the [(dog's)(cat's)) surroundings following contact 
with a [(Seresto)(PNR 1427 Insecticide)treated [(dog)(cat)]. 

Ticks already on the [(dog)(cat)J prior to treatment may not be killed immediately after collar 
application and may remain attached and visible. At the time of application remove ticks 
already on the [(dog)(cat)J. The prevention of infestations with new ticks starts within 48 
hours after application of the collar. 

PNR 1427 Insecticide 02/14/J3c .doc 
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Re-infesting ticks are [(repelled)(killed)(repelled and/or killed)] as quickly as 6 hours. 

(Kills lice on dogs for a month.) 
Aids in the treatment (and control) of Sarcoptic mange. 

[(Seresto )(PNR 1427 Insecticide) (This product)(The collar)] is [(water 
resistant)(waterproof)] and remains effective following a shampoo treatment, swimming or 
after exposure to rain or sunlight. Under normal conditions, effectiveness lasts for 8 months. 
In order to maintain an eight-month duration, dogs must not be bathed more than once per 
month. For dogs that swim once a month or more, the control duration is reduced to 5 
months. 

Occasionally slight itching may be observed in animals that are not used to wearing collars in 
the first few days after fitting. Ensure that the collar is not fitted too tightly. Slight hair loss 
and mild skin reactions due to the mechanical irritation of the collar may occur at the 
application site which usually recover within 1 or 2 weeks without the need for collar 
removal. If you notice any serious effects or other effects not mentioned in this leaflet, please 
inform your veterinarian. 

In case of loss of collar, a new collar may be applied immediately .Do not attach a leash to the 
collar as this may cause breakage. 

Keep the collar in the bag and in the outer packaging until use. As with any pesticide 
product, do not allow small children to play with the collar (or reflectors,) or to put them into 
their mouths. Avoid contact with eyes, skin or clothing. Wash thoroughly with soap and cold 
water after fitting the collar. People with sensitivity reactions to the ingredients of the collar 
should avoid contact with the collar. [Choking hazard. Contains small parts]. Do not place 
collar [or reflectors] in mouth. Not intended for use on humans. 

For external use on [(dogs)(and)(cats)] only. Do not use on other animals. [(Do not use 
on puppies under seven weeks of age.)(Do not use on kittens under ten (10) weeks of age.)] 
Do not get this product in [(dog's)(cat's)] eyes or mouth. As with any product, consult your 
veterinarian before using this product on debilitated, aged, breeding, pregnant, or nursing 
animals. Individual sensitivities, while rare, may occur after using ANY pesticide product 
for pets. If signs of sensitivity occur remove collar and bathe your pet with mild soap and 
rinse with large amounts of water. If signs persist, or become more severe, consult a 
veterinarian immediately. If your animal is on medication, consult your veterinarian before 
using this or any other product. If your [(dog)(or)(cat)] is experiencing an adverse event, 
contact your veterinarian and, call 1-800-422-9874. 
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The patented Bayer polymer matrix system ensures that both active [(substances) 
(ingredients)] are slowly and continuously released in low concentrations from the collar 
towards the animal. This avoids peak concentrations and ensures that concentrations of both 
active [(substances)(ingredients)] are present in the [(cat's)(and/or)(dog's)] haircoat during 
the entire [(protection)(efficacy)] period. The active [(substances)(ingredients)] spread from 
the site of direct contact over the entire skin surface. 

[INSERT DIAGRAM THAT DEPICTS RELEASE FROM MATRIX.] 

STORAGE AND DISPOSAL 

Do not contaminate water, food or feed by storage or disposal. 
Pesticide Storage: Store in original unopened container in a cool, dry place that is 
inaccessible to children. 
Container Disposal: Dispose of container, pouch and expired collar in trash. 

LIMITED WARRANTY AND LIMITATION OF DAMAGES 

Bayer HealthCare LLC, Animal Health Division, warrants that this material conforms to the 
chemical description on the label. TO THE EXTENT CONSISTENT WITH APPLICABLE 
LAW, BA YER MAKES NO OTHER EXPRESS OR IMPLIED WARRANTY, 
INCLUDING ANY OTHER EXPRESS OR IMPLIED WARRANTY OF FITNESS OR 
MERCHANT ABILITY, and no agent of Bayer is authorized to do so except in writing with a 
specific reference to this warranty. To the extent consistent with applicable law any damages 
arising from a breach of this warranty shall be limited to direct damages and shall not include 
consequential commercial damages such as loss of profits or values, etc. [The reflector clips 
contained herein are only meant to be used in combination with the specific collar and have 
been tested only for such use and purpose. To the extent consistent with applicable law, 
Bayer excludes liability for any misuse and use other than in combination with the specific 
collar as described in the packaging insert.] 

PNR 1427 Insecticide 02/14/13c .doc 



107

Reason To Issue: Revise according to EPA Notice of March 16, 2012 Date: 02/14/13 
and propose other minor label corrections Supersedes: 03/12/12 

___________________________________________________________________________________________ Page_ 7 of _ _I_ 3 ____________ _ 

Pouch Label 

[(PNR 1427 Insecticide)(Brand name)] 

4.5% flumethrin 

10.0% imidacloprid 

Do not let children play with this collar ( or reflectors). 
FOR USE ON (CATS)(DOGS)(CATS & DOGS) 

See (outer container/leaflet/insert) for complete label information. 
Do not open until ready to use. 

BA YER HealthCare LLC, Animal Health Division 

EPA Reg. No. 11556-155 
EPA Est. No. 11556-TBD 

Lot No. 0000000 

PNR 1427 Insecticide 02/14/13c .doc 
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Reason To Issue: Revise according to EPA Notice of March 16, 2012 Date: 02/14/13 
and propose other minor label corrections Supersedes: 03/12/12 

-------------------------------------------------------------------------------------------f~g~_?_~f _ _l_~-------------

Note to Reviewer: Brackets [ J and parentheses ( ) denote optional language 

Optional/Alternative Marketing Claims - Dogs 
General Claims - Dogs 

• Two active [(substances)(ingredients)] provide dual action against ticks, fleas, and lice 
(on dogs) 

• For use on dogs and puppies 7 weeks of age and older 
• Tick, ( and) flea ( and lice) (prevention)( control)( and) treatment for dogs 7 weeks of age 

or older 
• [(PNR 1427)(Brand name)(This product)] is indicated for the prevention and treatment 

of ticks, fleas and lice on dogs and puppies (7 weeks of age and older) 
• [Effective][Long-lasting] [protection] against ticks and fleas for 8 months 
• Kills (and repels) ticks, (and) kills fleas (for 8 months) 
• Reliable 8-month protection against ticks, and fleas on dogs (and puppies) 
• [3-way] protection against fleas, ticks and lice 
• 8-month protection against ticks and fleas 
• For (small) dogs up to [(18 lbs.)(8 kg)] [body weight] 
• For (large) dogs above [(18 lbs.)(8 kg)] [body weight] 
• For external use on dogs 
• For [(small dogs and puppies)(large dogs)] 
• Fully effective within 48 hours after initial application of collar 

Tick Claims - Dogs 
• Repels and kills ticks for 8 months , including [(Deer)(Black-legged)J ticks, (Ixodes 

scapularis) (vector of Lyme disease and anaplasmosis), American dog ticks, 
(Dermacentor variabilis) (vector of Rocky Mountain spotted fever and ehrlichiosis), 
Brown dog ticks, (Rhipicephalus sanguineus) (vector of ehrlichiosis, anaplasmosis, 
bartonellosis, babesiosis, canine hemoplasmosis, and Rocky Mountain spotted fever), 
and Lone Star ticks (Amblyomma americanum) (vector of ehrlichiosis) Treatment with 
[(PNR 1427)(brand name)(this product)(the collar)] kills ticks that may vector 
Anaplasmosis (Anaplasma phagocytophilium ), Bartonellosis (Bartone/la vinsonii, 
Bartone/la spp.), Babesiosis (Babesia canis, B. gibsoni), Borreliosis (Borrelia 
burgdorferi), canine hemoplasmosis (Mycoplasma haemocanis), Ehrlichiosis (Ehrlichia 
canis, E. chaffeensis, E. ewingii), Hepatozoonosis (Hepatozoon canis and H 
americanum ), and Rickettsiosis (Rickettsia rickettsii) [, which are types of (canine) 
vector borne diseases J 

• Efficacy against ticks (by repelling and killing) that may vector Anaplasmosis 
(Anaplasma phagocytophilium ), Bartonellosis (Bartonella vinsonii, Bartone/la spp. ), 
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Babesiosis (Babesia canis, B. gibsoni), Borreliosis (Borrelia burgdorferi), canine 
hemoplasmosis (Mycoplasma haemocanis ), Ehrlichiosis (Ehrlichia canis, E. chajfeensis, 
and E. ewingii), Hepatozoonosis (Hepatozoon canis and H americanum), and 
Rickettsiosis (Rickettsia rickettsii) [, which are types of (canine) vector borne diseases] 

• Kills [(Deer)(Black-legged)] ticks(, which may carry Lyme disease and Anaplasmosis) 
• Kills American dog ticks (, which may vector Rocky Mountain spotted fever and 

Ehrlichiosis) 
• Kills all [(life)(blood feeding)] stages of ticks 
• Kills tick adults, larvae, and nymphs 
• Kills ticks within 48 hours of (intitial) application 
• Prevents tick infestations within 48 hours after (inititial) application 
• [(Kills)(Repels)] ticks in 6 hours after (intial) efficacy has been obtained 
• Re-infesting ticks are [(repelled)(killed)(repelled and/or killed)] as quickly as 6 hours 
• Protects against all types of ticks (attacking dogs) 
• Protects your (dog)(and/or)(puppy) from all types of ticks (for 8 months) 
• Easy, effective [(treatment and prevention)(control)] of ticks, (and) fleas (,and lice) 

Flea Claims - Dogs 
• (Rapidly/Quickly]) Kills fleas on dogs within [24] hours and continues to prevent 

infestations for 8 months 
• Kills fleas before they lay eggs 
• Reinfesting fleas are killed within 2 hours with protection against further flea infestation 

lasting 8 months 
• Seresto aids in control of flea larvae in the dog's surroundings following contact with a 

[(Seresto )(PNR 1427 Insecticide) ]-treated dog. 
• Aids in the control of flea larvae in the dog's immediate surroundings 
• Protects your (dog)(and/or)(puppy) from fleas (for 8 months) 
• For the treatment and prevention of flea infestations [on your dog (and in your dog's 

immediate surroundings)] 
• One treatment prevents further flea infestations (on dogs) for 8 months 
• Controls existing flea infestations by killing adult fleas 
• Prevents reinfestations by killing adult fleas before they lay eggs 
• Prevents fleas on treated dogs from infesting (reinfesting) your home 
• Treatment with [(PNR 1427)(brand name)(this product)(the collar)] kills fleas and may 

reduce the incidence of [flea allergy dermatitis (FAD)][flea bite hypersensitivity 
(FBH)][flea bite dermatitis (FBD)] 

• For prevention and treatment of flea infestation(s) for 8 months 
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• [8-month] prevention and treatment of cat fleas (Ctenocephalides felis), dog fleas 
(Ctenocephalides canis) and human fleas (Pulex irritans) on dogs 

• Kills cat fleas (Ctenocephalidesfelis,) dog fleas (Ctenocephalides canis) and human 
fleas (Pulex irritans) on dogs 

• Treatment with [(PNR 1427)(brand name)(this product)(the collar)] kills fleas and may 
reduce the (risk/incidence) of tapeworm infections (Dipylidium caninum), Bartonellosis 
(Bartonella vinsonii, Bartonella spp.), and Rickettsiosis (Rickettsiafelis) [,which are 
types of (canine) vector borne diseases] 

• Efficacy against fleas that may transmit tapeworm infections (Dipylidium caninum ), 
Bartonellosis (Bartonella vinsonii, Bartonella spp.), and Rickettsiosis (Rickettsiafelis) 
[, which are types of (canine) vector borne diseases] 

• Stops fleas from feeding by (their) paralysis and death 
• Kills fleas that may cause anemia in dogs 

Lice & Other Efficacy Claims - Dogs 
• Kills [(biting) (chewing)] lice for a month 
• For treatment and prevention of [(biting) ( chewing)] lice (infestations) 
• Controls existing [(biting) (chewing)] lice infestations 
• Treats, prevents and controls [(biting) ( chewing)] lice (infestations) 
• Provides effective control of [(biting) ( chewing)] lice (infestations) 
• Kills [(biting) (chewing)] lice and prevents further infestations 
• For treatment and prevention of infestations of [(biting) ( chewing)] lice 
• Aids in the treatment (and control) of Sarcoptic mange 

Optional/ Alternative Marketing Claims - Cats 

General Claims - Cats 
• Two active [(substances)(ingredients)J provide dual action against ticks and fleas (on 

cats) 
• For use on cats and kittens IO weeks of age and older 
• [Effective][Long-lasting] [ protection] for 8 months 
• Tick, (and) flea (prevention)(control)(and) treatment for kittens IO weeks of age or older 
• Tick and flea treatment for cats and kittens IO weeks of age and older 
• [(PNR 1427)(Brand name) (The collar)(This product)] is indicated for the prevention 

and treatment of ticks and fleas on cats and kittens (10 weeks of age and older) 
• Kills (and repels) ticks and kills fleas (for 8 months) 
• (Reliable) (8-month) protection against ticks and fleas [on cats (and kittens)] 
• [Dual] [2-way] protection against ticks and fleas 
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• For external use on cats 
• For cats and kittens 
• Fully effective within 48 hours after initial application of collar 

Tick Claims - Cats 
• Repels and kills ticks, including [(Deer)(Black-legged)] ticks, (Ixodes scapularis) 

(vector of Lyme disease and anaplasmosis), American dog ticks (Dermacentor 
variabilis) (vector of Rocky Mountain spotted fever, cytauxzoonosis, and ehrlichiosis), 
Brown dog ticks, (Rhipicephalus sanguineus) (vector of ehrlichiosis, anaplasmosis, 
babesiosis, and Rocky Mountain spotted fever), and Lone Star ticks (Amblyomma 
americanum) ( vector of cytauxzoonosis and ehrlichiosis) ( for 8 months) 

. • Treatment with [(PNR 1427)(brand name)(this product)(the collar)] kills ticks that may 
vector Anaplasmosis (Anaplasma phagocytophilium ), Babesiosis (Babesia canis, 
B.spp. ), Borreliosis (Borrelia burgdorferi), Ehrlichiosis (Ehrlichia canis, E. spp. ), 
Cytauxzoonosis (Cytauxzoonfelis), and Rickettsiosis (Rickettsia rickettsii) [,which are 
types of (cat) vector borne diseases] 

• Efficacy against ticks (by repelling and killing) that may vector Anaplasmosis 
(Anaplasma phagocytophilium ), Babesiosis (Babesia canis, B. spp. ), Borreliosis 
(Borrelia burgdoiferi), Ehrlichiosis (Ehrlichia canis, E. spp. ), Cytauxzoonosis 
(Cytauxzoonfelis), and Rickettsiosis (Rickettsia rickettsii) [,which are types of(cat) 
vector borne diseases] 

• Kills [(Deer)(Black-legged)] ticks(, which may vector Lyme disease) 
• Kills American dog ticks (, which may vector Rocky Mountain spotted fever) 
• Kills all (life) (blood feeding) stages of ticks 
• Kills tick adults, larvae, and nymphs 
• Kills ticks within 48 hours of (intitial) application 
• Prevents tick infestations within 48 hours after (initial) application 
• Protects against all types of ticks (attacking cats) 
• Protects your (cat)(and/or)(kitten) from all types of ticks (for 8 months) 
• Easy, effective [(treatment and prevention)(control)] of ticks and fleas 

Flea Claims - Cats 
• (Rapidly/Quickly) Kills fleas on cats within [24] hours and continues to prevent 

infestations (for 8 months) 
• Kills and repels fleas before they lay eggs 
• Reinfesting fleas are killed within 2 hours with protection against further flea infestation 

(lasting 8 months) 
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• Seresto aids in control of flea larvae in the cat's surroundings following contact with a 
[(Seresto)(PNR 1427 Insecticide) (brand name)]-treated cat. 

• Aids in the control of flea larvae in the cat's immediate surroundings 
• Protects your (cat)(and/or)(kitten) from fleas (for 8 months) 
• For the treatment and prevention of flea infestations on your cat (and in your cat's 

immediate surroundings) 
• One treatment prevents further flea infestations (for 8 months) 
• Controls existing flea infestations by killing adult fleas 
• Prevents reinfestations by killing adult fleas before they lay eggs 
• Treatment with [(PNR 1427)(brand name)(the collar)(this product)] kills fleas and may 

reduce the incidence of [flea allergy dermatitis (F AD)][flea bite hypersensitivity 
(FBH)][flea bite dermatitis (FBD)] 

• For prevention and treatment of flea infestation(s) for 8 months 
• [8-month] prevention and treatment of cat fleas (Ctenocephalides felis), dog fleas 

(Ctenocephalides canis) and human fleas (Pulex irritans) on cats 
• Treatment with [(PNR 1427)(brand name) (the collar)(this product)] kills fleas that may 

vector Bartonellosis (Bartonella henselae), tapeworm infections (Dipylidium caninum), 
Feline infectious anemia (Mycoplasma spp.), and Rickettsiosis (Rickettsiafelis) 

• Efficacy against fleas that may vector Bartonellosis (Bartone/la henselae), tapeworm 
infections (Dipylidium caninum), Feline infectious anemia (Mycoplasma spp.), and 
Rickettsiosis (Rickettsia felis) 

• Stops fleas from feeding by (their) paralysis and death 
• Kills fleas that may cause anemia in cats 

Other Efficacy Claims - Cats 
• Aids in the treatment ( and control) of Sarcoptic mange 

Optional/Alternative Marketing Claims - General 
• Protects against ticks and fleas for 8 months 
• (8-month) [(protector band)(pet collar)(collar)] 
• [(Kills)(Protects)J against ticks and fleas for 8 months 
• (Make sure to) replace (the) collar after 8 months [for year-round tick and flea 

( control)(prevention)J 
• Remains effective after bathing or swimming 
• Remains effective following shampooing, swimming or after rain 
• [(Wetness)(Moisture)] does not reduce the collar's effectiveness 
• No need to remove (the) collar while bathing pet 
• No need to remove collar when (your) pet goes swimming or [(gets bathed)(bathing)] 
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Reason To Issue: Revise according to EPA Notice of March 16, 2012 Date: 02/14/13 
and propose other minor label corrections Supersedes: 03/12/12 

------------------------------------------------------------------------------------------_ f 1:1g~ _} _~ -~f _} _~ -----------

• [(Seresto )(PNR 1427 Insecticide) (Brand name) (This product)(The collar)] is [(water 
resistant)(waterproof)] and remains effective following a shampoo treatment, swimming 
or after exposure to rain or sunlight. Under normal conditions, effectiveness lasts for 8 
months. In order to maintain an eight-month duration, dogs must not be bathed more 
than once per month. For dogs that swim once a month or more, the control duration is 
reduced to 5 months. 

• Fragrance-free 
• Odorless 
• No (noticeable) odor 
• Non-greasy 
• Easy to use 
• (Easy)(convenient)(to use)(to apply) 
• [(Graphite )(Gray)][Red][Yellow ][( collar)( color)] 
• (Adjustable)( convenient)( easy-to-apply) collar 
• (Light) reflectors for added visibility (in the evening and at night) 
• (Three) (3) (visibility) reflectors (included) 
• (Snap-on) reflectors (included) for added (night-time)(pet)(visibility) 
• One collar per animal (to be fastened around the neck) 
• Contains one collar 
• [(Patented)(Bayer)(technology) (polymer)(matrix)(system)] ensures that both active 

[(substances)(ingredients)] are (slowly) (and continuously) released (in low 
concentrations). 

• (Patented) (Bayer) (Polymer) Matrix: [(effective)(dependable)(long-lasting)] (flea and 
tick) control (for 8 months) 

• (Depot effect:) [Active (substances)(ingredients)] stored inside the polymer matrix and 
gradually released over time] 

• [(Continuous)(Even distribution)(Steady)] release) of active [(substances)(ingredients)] 
( over 8 months) 

• (Continuous) flea and tick protection (over 8 months) 
• Contains [(Patented)(Bayer) (polymer)(matrix)(system)] 

Optional/Alternative Marketing Claims - Combined label for 
small collar for use on small dogs and cats 

• For external use on small dogs and cats only 
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Baver HealthCare 
~ 

Anirnal Health 

Via Federal Express 

February 14, 2013 

Document Processing Desk (AMEND - NO REGFEE) 
Office of Pesticide Programs (7504P) 
U.S. Environmental Protection Agency 
Room S-4900, One Potomac Yard 
2777 South Crystal Drive 
Arlington, VA 22202-4501 

Attention: Mr. Richard Gebken/PMl0 
Registration Division (7505P) 

Subject: Flumethrin Technical (EPA Reg. No. 11 556-154) 
PNR1427 Insecticide (EPA Reg. No. 11556-155); ABN: Seresto 
Amendments to remove time-limited registration designations 

Dear Mr. Gebken: 

Reference is made to the Notices of Pesticide Registration for the subject 
products, both dated March 16, 2012. These registrations were given one
year time-limited registrations which will expire on March 17, 2013. Since 
Bayer HealthCare LLC, Animal Health Division, has complied with the 
conditions of these registrations, we ask that the time limitations for these 
registrations be removed. 

As requested, please find enclosed Pesticide Applications and draft 
labeling, text dated 02/14/2013, for the subject products (3 copies each) 
that have been revised pursuant to the guidance given in the respective 
Notices of Registration, dated 3/16/2012. Due to the nature of some of the 
requested revisions to the PNRJ427 lnsecticide label, we have enclosed a 
red-lined version of this draft label showing the revisions and deletions, in 
hopes this will allow the Agency to do a more expeditious review of the 
label. 

Therefore with the submission and review of the enclosed labels, we ask 
the Agency to remove time-limited registration designations for the subject 
products before the March 17, 2013 expiration date. 

Bnyer HealthCare LLC 
.Anlmol Heallh 
P.O. Box390 
ShAwneo Mission, KS 6fl2()1 (J.'390 
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If you have any questions, please do not hesitate to call me at 
913-268-275 t. 

Sincerely. 

Douglas A. Spilker. Ph.D. 
Manager. EPA Rcgulato_ry Affairs 
Doug.Spilker(a)Bayer .com 

Enclosures: 
1. Application for Pesticide Amendment. dated 2/14/2012, for 

Flumethrin Technical 
2. Draft Labeling, text dated, 2/14/20 I 3 for Flumethrin 

Technical (3 copies) 
3. Application for Pesticide Amendment, dated 2/14/2012, for 

PNR1427 Insecticide, with attachments 
4. Draft Labeling, text dated, 2/14/2013 for PNRl 427 

Insecticide (3 copies) 
5. Draft Labeling, text dated, 2/14/2013 for PNR1427 

Insecticide (l copy) - with red-lining 

Cc: Ms. B. Alexander ( cover letter only via email) 

Richard Gebkcn2013 Flu Tech & PNR AMO 021413.doc 
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UNITED STATES ENVIRONMENT AL PROTECTION AGENCY · 
WASHINGTON, D.C. 20460 

DR. BRUCE MARTIN 
BA YER HEALTHCARE LLC 
ANIMAL HEAL TH DIVISION 
PO Box 390 

February 20, 2013 

SHAWNEE MISSION, KS 66201-0390 

PRODUCT NAME: PNR1427 INSECTICIDE 
COMPANY NAME: BA YER HEALTHCARE LLC 
OPP IDENTIFICATION NUMBER: 
EPA FILE SYMBOL: 11556-155 
EPA RECEIPT DA TE: 02/19/13 

SUBJECT: RECEIPT OF AMENDMENT 

DEAR REGISTRANT: 

OFFICEOF 
PREVENTION. PESTICIDES AND 

TOXIC SUBSTANCES 

The Office of Pesticide Programs has received your application for an amendment and it 
has passed an administrative screen for completeness. 

During the initial screen we detennined that the application appears to qualify for fast 
track review. The package will now be forwarded to the Product Manager for review to 
determine its acceptability for fast track status. 

If you have any questions, please contact Registration Division, Risk Ma..'lagement Team 
10, at (703) 305-6701 . 

s$, 11 
=iv 

Front End Processing Staff 
Information Services Branch 
Information Technology & Resources Management Division 
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Please read instructions on reverse before comoletlna form. Form ~nnroved 0MB No. 2070-0060 .... EPA United States □ Registration OPP Identifier Number 

0 Environmental Protection Agency 18! Amendment 
Washington, DC 20460 

□ Other: 

Application for Pesticide - Section I 
1. Company/Product Number 2. EPA Product Manager 3. Proposed Classification 
11556-155 Richard Gebken 
4. Company/Product (Name) PM# !ZI None 0 Restricted PNR1427 Insecticide 10 
5. Name and Address of Applicant (Include ZIP Code) 6. Expedited Review. In accordance with FIFRA Section 3(c)(3) 
Bayer HealthCare LLC, Animal Health Division {b)(I), my product is similar or identical in composition and labeling 
POBox390 to: 
Shawnee Mission, KS 66201 EPA Reg. No. 

D Check if this is a new address Product Name 

Section -11 
IZ! Amendment - Explain below. D Final printed labels in response to Agency letter dated 

D Resubmission in response to Agency letter dated D "Me Too" Application 

n Notification - Explain below. 0 Other - Explain below 

Explanation: Use additional page(s) if necessary. (For Section I and Section II.) 
Non-PRIA Action: Reference is made to the Notice of Pesticide Registration for the subject product, dated March 16, 
2012. This registration was given a one-year time-limited registration which will expire on March 17, 2013. Since Bayer 
HealthCare LLC, Animal Health Division, has complied with the conditions of this registration, we ask that the time 
limitation for this registration be removed. Please find attached additional information including draft labeling, dated 
2/14/2013, for the subject product. 

Section - Ill 
1. Material This Product Will Be Packaaed In: 
Child-Resistant Packaging Unit Packaging Water Soluble Packaging 2. Type of Container 

0 Yes* 0 Yes 0 Yes 0 Metal 

0 No 0 No 0 No 0 Plastic 
lf"Yes• No. per lf"Yes" No. per D Glass 

*Certification must 
Unit Packaging wgt. container Package wgt. container 0 Paper 

be submitted 0 Other (Speclfiy) 
3. Location of Net Contents Information 4. Size(s) Retail Container 5. Location of Label Directions 

0 Label 0 Container 0 On Label 
0 On labeling accompanying product 

6. Manner in Which Label is Affixed to Product D Lithograph D Other 
D Paper glued 
D Stenciled 

Section - IV 

1 . Contact Point (Complete items directly below for identification of individual to be contacted, If necessary, to process this application) 

Name Title Telephone No. (Include Area 
Douglas A. Spilker, Ph.D. Manager, EPA Regulatory Affairs Code) 

( doue;.soilker@bayer.com) 913-268-2751 
Certification 6. Date Application 

I certify that the statements I have made on this form and all attachments thereto are true, accurate and complete. I Received 
acknowledge that any knowingly false or misleading statement may be punishable by fine or imprisonment or both (Stamped) 
under applica!!fe law. 

2. Signatu~ A,. :/~ 3. Title 

A ,,_ - - Manager, EPA Regulatory Affairs 

~ Typed NafJJe ,(F 5,;;y ~ /7-CJ/3 Douglas A. Spilk r, Ph.D. 

EPA Fonn 8570-1 (Rev. 8-94) Previous editions are obsolete White- EPA File Copy (original) Yellow-Applicant Copy 



ATTACHMENT FOR 
APPLICATION FOR PESTICIDE REGISTRATION 

February 14, 2013 

PNR1417 Insecticide (EPA Reg. No.11556-155) 

Reference is made to the Notice of Pesticide Registration for the Sl;lbject product, dated 
3/16/2012. This registration was given a one~year time-limited registration which will 
expire on 3/17/2013. Since Bayer HealthCare LLC, Animal Health Division, has 
complied with the conditions of this registration, we ask that the time Jimitation for this 
registration be removed. 

As requested, please find enclosed revised draft labeling, text dated 02/14/2013, for the 
subject product (3 copies) that has been revised pursuant to the guidance given in the 
respective Notice of Registration, dated 3/16/2012, and to make a few other minor label 
revisions. Due to the nature of some of the requested revisions to the PNR1427 
Insecticide label, we have enclosed a red-lined version of this draft label showing the 
revisions and deletions, in hopes this will allow the Agency to do a more expeditious 
review of the label. A brief listing of the respective changes is listed below, and includes: 

Draft Label Page No. Changes made 
I • Deletion of full chemical name, see acceptance of this in email 

from Kerry Leifer, dated 4/18/12 (attached) 
• Addition of EPA Reg. No . 

2&3 • Removal ofunnecessarv and redundant words 
4 • Correction of statements regarding lice and flea larvae per 

EPA's Notice of Pesticide Registration (NPR), dated 3/16/12 
5 • Correction of statement per NPR, dated 3/16/13 

• Relocation of the "loss of collar" statement to a more 
aooropriate spot on the label 

6 • Replacement of the word "leaflet" with "insert"; Marketing 
reauest. 

7 • Rearrangement of ingredients 

• Addition of the word "insert'' as option . 

• Addition of EPA Reg. No . 
8-13 • Revisions per NPR, dated 3/16/2012 

(8 -14 of Highlighted 
version) 

Therefore with the submission and review of the enclosed labels, we ask the Agency to 

remove the time-limited registration designations for the subject products before the 

March 17, 2013 expiration date. If there are any questions regarding these revisions, 

please contact us immediately (doug.spilker@bayer.com; (913)-268-2751]. 

Page 2 of2 

PNRl427 Amendment 02-14-13 Att.cloc 
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Via Federal Express 

Attn: Richard Gebken (PM 10) 

Document Processing Desk (Final Prjnted Labeling) 
Office of Pesticide Programs (7504P) 
U.S. Environmental Protection Agency 
Room S-4900, One Potomac Yard 
2777 South Crystal Drive 
Arlington, VA 22202-4501 

Enclosure: 

Application for Pesticide (Other)-PNR 1427 Insecticide (EPA Reg. No. 11556-155) 

Submission of Final Printed labeling for Alternate -?rand Names: 

Seresto Small Dog 
Seresto Large Dog 
Seresto Cat 

Bayer HealthCare LLC, Animal Health Division 
P.O. Box 390 
Shawnee Mission, KS 66201-0390 

Seresto FPL 11-28-12 Submission Cover.doc 
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IFee for Service! {931190A-

This package includes the following 

0 New Registration 

@Amendment 

□ Studies? □ Fee Waiver? 

I 
O volpay % Reduction:_ 

for Division 7 
--

0 AD 
0 BPPD 

@RD 

Risk Mgr. [IQ] 

Receipt No. S-1 931190 

EPA File Symbol/Reg. No. I 11556-155 

Pin-Punch Date: I 2/19/2013 
I d This item is NOT subject to FFS action. 

Action Cod . ParenUChild Decisions: 

Requested: I. 
Granted: I 

Amount Due: $ ---

□ Inert Cleared for Intended Use □ 

Reviewer: ±{, (aWV Ii 
Remarks: 

Uncleared Inert in Product 

Date: ?/ :J0/1 3 




